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April 5, 2006 

UNITED STATES ENVIRONMENTAL PROTECTlOM AGENCY 

U~~TED STATES ENVIRONMENTAL PROTECTI01'. AGENCY 
\Vashington, D.C. 20460 

OFF ICE OF 
PREVENTION, PESTICIDES 

ANO TOXI C SUBSTANCES 

Thomas C. McEntee · e Product Registration Manager 
E.I. du Pont de Nemours and Company 
Dupont Chemical Solutions Enterprise 

P·.o. Box 80402 
Wilmington, DE 19880-0402 

Subject: Virkone© S 
EPA Registration No. 71654-6 
Application Date: March 8, 2006 
EPA Received Date: March l 0, 2006 

Dear :l'vlr. McEntce: 

This acknowledges receipt of your notification, submitted under the provision of PR Notice 

- 98-10, FlFRA section 3(c)9. 

'l'W801. 

ATE 

Proposed Notification 

• Revised Basic Confidential Statement of Formula (see CSF dated 3/9/06) 
• Revised Alternate Confidential Statements of Formula (see CSFs dated 3/9/06) 

General Comments 

Based 011 a review of the materials submitted, the following comments apply : 

The notification application is unacceptahle for tbe following reasons: 

l. 
Update the certified limits for  for the Basic Confidential Statement 
of Formula. The upper certified ljmlt must be changed from  and the lower 

certi iied limi t from

COtfCUUIMC2S 

................ ................ ....... -··-· . ..-... -...... ..... -......... 
. ................... .... ·-··--····· ................ ................... ·-··-.. ····· ................. ...... ..... .. , 
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2. Update the certified limits for  for the Alternate Fragrance Free 
Confidential Statement of Formula. The upper certified 1imit must be change<l from  

and lhe lower certified limit from  

3. Update the certified hmits for  for the Alternate Fragrance Dye Free 
Confidential Statement of Formula. The upper certified limit must be changed from  

 and the lower certified limit from   

4. Update the certified limits for  for the Basic Confidential Statement o f 
Formula. The upper certified lim it must be changed from  and the lo\ver 
certified limit from

5. Update the certified limits for sodium ch1oride for the Alternate Low Dye Confidentia l 
Statement of Fonnu1a The upper certified limit must be changed from 1.58% to 1 .57% and 
the lower certified limit from 1.43 to 1.42%. 

Should you have any questions or comments concerning this letter, please contact me at 
703-308-6422. 

Product Manager 34 
Regulatory Management Branch ll 
Anlimicrobials Division (75 10 C) 
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~ 
DuPont Chemical Solutions Enterprise 

March 8, 2006 

Document Processing Desk 
Antimicrobials Division (751 OC) 

S Environmental Protection Agency 
Office of Pesticide }lrograms 
Mr. Adam Heyward (PM34) 
Room 266A, Crystal Mall #2 
180 l S. Bell Street 
Arlington, VA 22202-4501 

Subject: Virkon® S; EPA Registration . o. 71654-6 

DuPont Chemical Solutions Enterprise 
P. 0. Box 80402 
Wilmington, DE 19880-0402 

Notification of Alternate Formulations PR Notice 98-10 (111.B.1.) 

Dear Mr. Heyward, 

The purpose of this submission i to notify alternate Confidential Stat1.:ments of Formula that have betm 
previously submitted and accepted (Ref: Your letter of June 7, 2005). 

We have added additional manufacturing cites to Block #6 of the CSFs. The secondary manufacturing 
cite will use substitute commodity chemicals from suppliers of the inerts a indicated on the appeuded, 
'Attachment to Confidential Statements of Formula; EPA form Number 8570-4; EPA Registration No. 
7 1654-6; Virkon® S and EPA Registration No. 71654-7; Virkon® (February I 5, 2006)." 

Therefore I respectively request that the following CSFs be substituted for the previously submitted and 
accepted corresponding CSF. 

March 8, 2006 Submission Previous Submission Si!;:,ned Previously Accepted 

Basic rormula March 9, 2005 June 7, 2005 
Alternate 25% dye March 9, 2005 June 7, 2005 

Alternate Fragrance & Dye Free March 9 2005 June 7, 2005 
Alternate Fragrance Free March 9, 2005 June 7 2005 

This request is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40 CFR 152.46, 
and no other changes have been made to the labeling or the confidential statement of formula for the 
product. I understand that it i a violation of 18 USC Sec. 1001 to willfully make any fa lse tatements to 
EPA. l further understand that if this notification is not consistent with the terms of PR Notice 98-19 and 
40 CFR 152.46, this product may be in violation of FIFR.I\ and I may be subject to enforccmtD-i ~ction 
and penalties Lmdcr sections 12 and 14 of FlFRA. • •••• • 

Should you have any questions, feel free to call. 

Sincerely 

Thomas C. McEntee 
Product Registration Manager 
Thomas.C.McEntec@usa.dupont.com 
(302) 695-6856 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• • • • • •• • • 
• 

• • •••••• • 
• ••• • • •••• 

• 
• ••• • • •••• 
•••• • • • •• • 
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Please read insfructlon.s on reverse before comoletinc, form. Form Aooroved, OMS No. 2070-0060, Approval exoires 05-31-98 

~ EPA United States 0 Registration OPP Identifier Number 

0 Environmental Protection Agency D Amendment 
Washington , DC 20460 X Other: 

Application for Pesticide - Section I 
1. Company/Prodvct Number 2. EPA Product Manager 3. Proposed ClassJficatioo 
71654-6 Adam Heyward 

4. Company/Product (Name) PM# 0None 0 Restricted 
Virkon® S 34 

5. Name aoo Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
E.l. du Pont de Nemours nnd Compan)' (b)(l) , my product is simi lar or identical ln compos ition and labeling 
Attn: Thomas C. l\fcEntee to: 
Du1'011t Chemical Solutions Enterprise, P.O. B-ox K04ll2 EPA Reg. No. 
\\'ibni n~ton DE I 9880--0402 

PLEASE SEND ALL CORRESPON DENCE TO 
"CONTACT POINT" LISTED BELOW 

P rod uct Name 

0 ChfilCk if this is a new address 

Section - II 

~ Amendment- Explain below. 0 Final printed labels in response to Agency letter dated 

Resubmissioo in response to Agency fetter dated 0 "Me Too• Application 
X Notific;ition • Explain below. n Other - Expfain below 

Explanation: U s e additional page(s) lf necessary. (For Section J and Section II .) 

Notification ofSecond,IJ)' Production in SJ\ (85704; block #6) and Joc.tlly sourced commodity inert ingredients 

This notification is consistent with the r,rovisioas of PR 1'otice 98- l O and EPA regulations ut 40 CFR 152.46 and no other changes have been made to 
the labeling or the confidential statement of formula for the pr~luct, l understand that it is a vi olation of 18 USC Sec. 1001 to willfolfy make any false 
statcm\:nt to l:.PA I further understand that ifthi · notifkat:ion is not con ·istent \\oith the terms of PR . otice 98-10 and 40 CFR 152.46, this product may 
be in violation ofrlFRA and l mav be subject Lofl enforcement ae1ion and penalties under sections l2 and 14 ofFlFRA 

Section - Ill 
1. Material This Product Will Be Packaoed In: 
Child-Resistant Packaging Unit Pack.aging Waler Sorub\e Packaging 2. Type of Container 

0 Yes· 0 Yes 0 Yes 0 Metal 

0 No 11 No fl No 0 Plastic 

.ertification must 
If 'Yes" No. per lf "Yes" No. per 0 Glass 
Unit Packaging wgt. container Package wgt. container 0 Paper 

be submitted 0 Other (Specifiy) 
3. L~tloo ot Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

0 Label 0 Container 0 OnLabel 

0 On labef.ing accompanying product 

6. Manner In Which Label is Affixed to Product U Li1ttograph U Other 
0 Paper glued 
0 Stenciled 

Section - IV 

1. Contact Point (Complete items directly befow tor idanttfication of individual to be contacted, if necessary, to procoss this appflC!lq~: • 
Name Title I Telephone No.(\ncl4Pe Area Code) 

Thomas C. ~1cEntee Product Reg-istration M 11na2er 3~ ~rj6856 
Certification • • • • •• 6 . Date /ipplication 

J certify that the statements I have made on this form and all attachments thereto are true, accurate and complete: I • • ~ c eiv~d • 
acknowledge that any knowingly false or misleading statement may be punishable by fine ot imprisonment or both •• !~StM,ped) 
under appficable Jaw. • • : ' • • • ••• 
2. Signature --::2 3. Trtle • • 

(}t, ' ~ ••• • •••• 
Product Registration Manager • • / ¼~ ••• • • 

4. Typed Name 5. Dale • ••• • • 
Thomas C. McEntee March 8, 2006 •••• 

•••• - . . 
EPA Fonn 8570-1 (Rev. 8-94) Previous oditions aro obsorote White- EPA File Copy {original) YMow-•AppUcant Copy 
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RISK ASSIGNMENT FORM 
Antimicrobial Division/Regulatory Management Branch II 

A Completed by Product Manager 

PRODUCT REVIEWER RMB II TEAM~ 

1 

Description of Action: 

I Decision No.J~ ~ Submission No. Fee for Service Action Code: 

PIN DATE 

REVIEWER ASSIGNED DATE 

DATE DUE FROM SCIENCE 

NEGOTIATED DUE DATE 

DATE DUE OUT OF AGENCY 

Type of 
I Data: 

PSB 
Product 
Chemistry 

PSB Acute 
Toxicology 

PRIA FEE AMOUNT: 

2005 

2005 

2005 

2006 

PSB RAS SB RAS SB RAS SB RAS SB 
Efficacy Environmental Ecological Chronic Exposure 

Fate Effects Toxicology 

- COMMENTS: NOTE TO ARCTIC SLOPE - PLEASE COMPLETE PART B OF FORM 

I ~

8

TIACHMENTS:·· .: 0-LABELING 

, ~ For Arctic Slope Contract Only 

D Contract No. : 0411 ! ARCTIC SLOPE/MANAGER 

.· .·_:.·-' ... · .. · 0-CSF(S) 
... .. •, 

Final Task: Signature ___ (Total hrs) 

C Reviewers Comments: 

-- 0A-lE-FEE PAID: RESEmblSE.CODE: /8 -RESPDNSE DATE: / 'fZ 6',. 
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UNITED STATE RNVJRONMENT AL PROTECTION AGENCY 
\\IA HTNGTON, DC 20460 

January 17, 2006 

Thomas C. McEntee 
Product Registration Manager 
Dupont Chemical Solutions Enterprise 
P.O. Box 80402 
Wilmington, DE 19880-0402 

OFFICE OF 
Ptl.E.VE?H TON , PSS'~ JC I:J~S 

A..'\JD T OXIC St:BSTJ\.NCi::S 

e Subject: Notification in Accordance with PR Notice 98-10 
Virkon® S 

e 

EPA Registration Number 71654-6 
Application: December 15, 2005 
Receipt Date: December 19, 2005 

Dear Mr. McEntee: 

This will acknowledge receipt of your notification, submitted under the provisions of PR 
Notice 98-10, FIFRA section 3 (c) 9. 

Proposed Notification: 

Deletion of pests that have not received acceptance in California. 
Narrowing of claims for use in presence of hardwater. 

General Comment: 

Based on a review of the material submitted , the following comment applies. 

The notification application is acceptable. However, we have the following comments 
concerning the labeling submitted with th is application. 

1. The labeling wh ich has not been reviewed per PR Notice 82-2 contains the claim for 
use by veterinary. The claim was rejected in EPA letter dated November 18, 2005 
because it is associated with the organisms "microsporus canis and trichophyton" the 
causative agent for "ringworm" . 

2. The Agency considers these claims to be medical treatment and therefore is not 
acceptable on antimicrobial products. 

9



2 

Should you have any questions or comments concerning this letter, please contact me at 
(703) 308-6422 or Renae Whitaker at (703) 308-7003. 

Sincerely, 

Adam Heyward 
Product Manager 34 
Regulatory Management Branch II 
Antimicrobials Division (7510C) 
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Master Label 
Virkon® S 

BOT UvlJiW.ID 
Jll 8000l'danoe With PR Nottoe aaa: 
Baaed on Draft La.belinS DGec1 

Vjrkon® S Broad Spectrum Disinfectant [Alternate Brand NameJ 

Page 1 

DuPont1·M Virkon® S Disinfectant and Virucide for Veterinary Applications[ABN] 
Virkon® S Disinfectant and Virucide for Veterinary Applications [Alternate Brand Name] 
DuPont™ Virkon® Aquatic Disinfectant and Virucide [Alternate Brand Name] 

[Fragrance Free] [Reduced Dye] [Fragrance & Dye Free] 

For Use in Cleaning and Disinfecting Industrial, Animal and Agricultural Facilities (OPT.) 

Effective against 
•Viruses 

(jncluding CANINE PARVOVJRUS) (OPT] 
•Bacteria 
•Fungi 

for Use in Emergency Disease Control (OPT.) 

For use in Cleaning and Disinfecting Institutional and Service Facilities including stores, 
factories, schools, hotels. offices, ships, planes, transportation tennjuals, supermarkets and food 
warehouses. (OPT.) 

For Use in Emergency Response and On-site Cleanup (emergency response calls, crime scenes, 
traffic accidents, fires, flood, natural and other disasters), e.g., cars, trucks, ambulances, and 
similar emergency apparatus, tire • wheels, floors walls ceilings, paved surfaces; and equipment 
such as SCBA coats, boots, hats, masks, gloves, axes, Jaws of Life and similar emcrge~.Y •• :. 
equipment.(OPT.) • 

••• • • • • •• 
for Use in Greenhouses, Horticulture, and Aquaculture (OPT.) 

ACTJVE INGREDIENTS: 
Potassium peroxymonosulfate . .. .. .. ... . .. . . . . ... .... ... . . . 
Sodium Chloride . .... .. ... . .. .... .... . . . . ..... . .......... .. . .. 
OTHER INGREDIENTS .. . .. .. . . . . . ... .. . . .. .. ....... . .. . . . 
TOTAL . ... . .. .... .. .... . ..... .. ......... .... .... .. . . ....... .. . 

Equivalent to 9.75% Available Chlorine 

21.41 % 
1.50% 

77.09% 
100.00% 

KEEP OUT OF REACH OF CHILDREN 
DANGER/PELIGRO 

See [Back] [Side) Panel[sl flnside Booklet] for Additional Precautions 

[For 1 % solution, empty one 1.3 oz. sachet into 1 gal. water) 

[T ABLl~T FORM] 

[POWDER FORM] 
EPA Registration No. 7 1654-6 EPA Est. No. 62432-EN-OOl 

f:shared\dupont\virkon s\virkon S CA draft 030805.doc 

• 
• • •••••• • 
••• • • • •••• 

• 
•• •• • • •••• 
•••• • • • •• • 

• •• ••• • • • • • 
• ••••• • • •• 
• •••• • • ••••• 
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Page 2 

Front Panel Continued 

FIRST AID 

lfin Eyes: $ Hold eye open and rinse slowly and gently with water for 
15-20 minutes. 

$ Remove contact lenses, if present after 5 minutes, then 
continue rinsing eye. 

$ CaU a Poison Control Center or doctor for further 
treatment advice. 

If on Skin or Clothing: $ Take off contaminated clothing. 
$ Rinse skin immedjately with plenty of water for 15-20 

minutes. 
$ CaU a Poison Control Center or doctor for further 

treatment advice. 

lf Swallowed: $ Call Poi ·on Control Center or doctor immediately for 
treatment advice. 

$ Have Person sip a glass of water jf able to swallow. 
$ Do not induce vomiting unless told to do so by the poison 

control center or doctor 
$ Do not give anything by mouth to an unconscious person 

HOT LTNE NUMBER 

For 24~hour emergency infonnation on this product, calJ 1~800-441-3637 (US & Canada) or 
1 ~302-774-1139 (aU other areas). 
Have the product container or label with you when calling a poison control center or doctor, 
or going for treatment. 

Note to Physician: Probable mucosal damage may contrafodicate the use of gastric lavage. 

Net contents: ---- --·---

Manufactured for: 
E.l. DuPont de Nemours and Company 
PO Box 80023 
\Vilmington, DE 19880-0023 
Questions? Call 1 800 441-75 l 5 

US Patent No. 4822512 

Coypyright© 2005, E.l. du Poot de Nemours and Company, or its affiliates. All rjghts reserved. 
Virkon® is a rcgi. tered trademark of Antee International Inc.- a DuPont Company 
The DuPont oval logo, DuPonf™ are trademarks or registered trademarks of DuPont or its 
affiliates. 

f:shared\dupont\virkon s\virkon SCA draft 030805.wpd 12



Page 3 

[Comment: The list of claims (sites) under "EFFECTIVE AGAINST" may be placed in any 
order as long as each subheadfog and its contents remain · intact.] 

EFFECTIVE AGAINST THE FOLLO\VING PATHOGENS: 

ANIMAL AND ZOONOTIC PATHOGENS 

BACTERIA 

Actinobacillus plcuropneumoruae 
Bacillus cereus 
Brucella abort.us 
Campylobacter jejuni 
C)ostridfom perfringens 
Dermatophilus congolensis 
Escherichia coli 
Klebsiella pneumoniae 
Mycoplasma gallisepticum 
PasteureJla multocida 
Pseudomonas aeruginosa 
Salmonella choleraesuis 
Salmonella typhimurium 
Shigella sonnei 
Staphylococcus aurcus 
Staphylococcus epidermidis 
Streptococcus pyogenes 
Streptococcus suis 

f:shared\dupont\virk.on s\virkon S CA draft 030805.doc 

Not approved in Califomia.for use against 
the following bacteria: 
Bordetella avium 
Bordetclla bronchiseptica 
Fistulous withers (PolJ Evil) 
Haemophilus somnus 
Helicobacter pylori 
Listeria monocytogenes 
Moraxella bovis (Pink Eye) 
Mycobacterium bovis 
Mycoplasma mycoides 
Pseudomonas mallei (Glanders) 
Pseudomonas vulgaris 
Streptococcus equi (Strangles) 
Taylorella cquigenitalis 
Treponema hyodysenteriae 
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VIRUSES 

Avian lnfluen7.a Virus 
Avian Laryngotracbeitis Virus 
Bovine Adenovirus Type 4 
Canine Adenovirus (Canine Hepatitis) 
Canine Parvovirus 
Equine Herpes Virus (Type 1) 
Herpes Virus Equine (Type 3) 
Equine Jnfluenz.a Virus (Type A) 
Feline Calicivirus 
F cline Panleukopenia Virus 
Feline Rhinotracheitis Virus 
Newcru:tle Disease Virus 
Simian virus (SV40 Virus) 

Not approved in Cal!fornia for use against 
the following vin1.ses: 
Adenovirus Pneumonia 
African Horse Sickness Virus 
African Swine Fever Virus (te ted with 1 % 
soil load and 342 ppm hard water) 
Bovine Polyoma Virus 
Bovine Pseudocowpox Virus 
Bovine Viral Diarrhea Virus (no hard water) 
Calf Rotavirus (no hard water) 
Canine Coronavirus 
Canine Para.influenza Virus 
Chicken Anemia Virus 
Coital Exanthenna Viru 
Distemper Virus 
Duck Adenovirus (no hard water) 
Duck Enteritis Virus 
Egg Drop Syndrome Adcnovirus 
Equine Infectious Anemia Virus (Swamp 
Fever) 
Equine Arteritis Vfrus (no bard water) 

f:shared\dupont\virkon s\virkon S CA draft 030805.doc 

Not approved in California cont. 
Hog Cholera Virus 
Equine Contagious Abortion Virus 
Equine Papillomatosis Virus 
Equine Influenza Virus (The Cough) 
Feline Herpes Virus 
Feline lnfectioru Peritonitis Virus 
Feline Parvovirus 
Foot and Mouth Disease Virus 
Infectious Bronchitis Virus 
Infectious Bursal Disease Virus 

Page 4 

Infectious Canine Hepatitis Virus 
infectious Pancreatic Necrosis Virus 
Infectious Salmon Anaemia Virus 
Infective Bovine Rhinotracheitis Virus (no 
hard water) 
Leptospira Canicola Virus 
Maecli- Visna Virus 
Marek's Disease Virus 
Mouse Parvovirus 
PCV2 Virus (PMWS) 
Porcine Parvovirus 
Porcine Reproductive and Respiratory 
Syndrome Virus (PRRS) 
Pseudorabies Virus (Aujesky's Disease) (no 
hard water) 
Rotaviral Diarrhea Virus 
Soakchcad rhabdovirus 
Swine Influenza Virus 
Swine Vesicular Disease Virus 
Transmissible Gastroenteritis Virus (TOE) 
(no hard water) 
Turkey Herpes Virus (no hard water) 
Turkey Rhinotracheitis Virus 
Vesicular Stomatitis Virus 

14
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FUNGI 

Not approved in California for use against 
the fol/owing.fungi: 
Aspergillus fumigatus 
Fusarium moniliforme 
Mjcrosporum canis 
Trichophyton spp. (Ringworm) 
Trichopbyton spp. (Mud Fever) 

PLANT PATHOGENS 
Not approved in California/or use against plant pathogens: 
Alernaria solani Pyrenochaeta lycoopersici 
Botrytis cinera Pyt.hium aphanjdermatium 
CoJletotrichum coccodes Rhizoctonia solani 
Didymella bryoniae Sclerotinia sclerotiorum 
Fusarium oxysporum Th.ielaviopsis basicola 
Fusarium solani Verticillium dahliae 
Penicillium oxaJicum 
Phomopsis sclerotioides 

HUMAN HEALTH PATHOGENS 

Escherichia coli 

Xanthomonas axonopodis 

Page 5 

Klebsiella pneumoniae 
Pseudomonas acruginosa 
Salmonella choJerasuis 
Salmonella typhirnurium 
Staphylococcus aureus 
Staphylococcus cpidermidis 

Not approved in California/or use against: 

Trichophyton mentagropbytes (use 2% solution) 

f:sharoo\dupont\virkon s\viri<on S CA draft 030805.doc 

Helicobacter pylori 
Human [mmunodeficieocy Virus (HIV) 
Type l (on hard, non-porous surfaces) 
Streptococcus pyogc.nes 

15



Page6 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HU.MANS AND DOMESTIC ANIMAL 

DANGER. Powder is corrosive. Causes irreversible eye damage or skin burns. Harmful if 
swallowed or absorbed through the skin. Do not get in eyes, on skin or on clothing. \Vear 
goggles (or face shield). Wear protective clothing (long sleeve shirt and Jong pants, socks plus 
shoe and chemical resistant gloves such as water proof gloves). Wash hands before eating, 
drinking, chewing gum, using tobacco or using the toilet. Remove contaminated clothing and 
wash clothing before reuse. 
Corrosive statement refers to powder only not in use solution. 

ENVIRONl\lENT AL HAZARDS 

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries oceans or 
other waters unless in accordance with the requirement of a National Pollutant Discharge 
Elimination System (NPDES) pennit and the permitting authority ha" been notified in writing 
prior to discharge. Do not discharge effluent containing this product to sewer systems without 
previously notifying the local sewage treatment plant authority. For guidance contact your State 
Water Board or Regional Office of the EPA. 

[Comment: The i.nstruc6ons under "DIRECTIONS FOR USE" may be placed in any order as 
long as they remain a continuous section on the label.] 

BROAD SPECTRUM DISINFECTANT 
Virkon® S is effective against numerous microorganisms affecting animals: vtruses, gram 
positive and gram negative bacterja, fungi (molds and yeasts), and mycoplasrna. Efficacy of the 
1 % solution against bacteria and viruses was determined in the presence of 400 ppm AOAC hard 
water [200 ppm in California] and 5% organic material in most cases. The exceptions arc noted 
with qualifiers, e.g., "no hard water," ''no soil load," and "use 2% solution." Virkon® S passes 
the AOAC germicidal and detergent sanitizer test at a concentration of 0.5% (1 :200) in the 
presence of 400 ppm hard water. Apply a 0.5% (l :200) solution for routine sanitation. [OPT as 
the statement pertaining to the germicidal and detergent sanitizer test is not aJlowed in 
California) . 

f:shared\dupont\virxon s\virxon S CA draft 030805.wpd 16



Page 7 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its Jabeling 

GENERAL L 1STRUCTJONS-POULTRY AND FARM PREMISES 

1. Remove all poultry or other animals and feeds from premises, trucks or other vehicles, coops, 
crates or other enclosures. 

2. Remove all litter droppings and manure from floors, walls and surfaces of barns pens, staJls, 
chutes and other facilities and fixtures occupied or traversed by poultry or other animals. 

3. Empty aU troughs, racks, and other feeding an<l watering appliances. 

4. Thoroughly clean all surfaces with soap or detergent and rinse ·with water. 

5. Saturate surfaces with the recommended disinfecting solution for a period of 10 minutes. 

6. Immerse all halters, ropes and other types of equipment used in handling and restraining 
animals, as well as forks, shovels, and scrapers used for removing litter and manure. 

7. Ventilate buildings cars, boats, coops, and other closed spaces. Do not house poultry or 
livestock or employ equipment until treatment has been absorbed, set, or dried. 

8. Thoroughly scrub treated feed racks, mangers, troughs, automatic feeders, fountains and 
waterers with soap or detergent, and rinse with potable waler before reuse. 

This powder or tablet formulation is easily diluted for use in manual or machine operations. 

Virkon® S DJLUTION CHART 
Fill container with desired a.mount of waler and add Virkon® S powder or tab/et(s) to achieve 
recommended solution concentration. {For a 1% solution, add one (I) tablet to one pint of 
water.] 

Powder 

Quantity of 0.5% Solution* 1% Solution 2% Solution 
Water 
1 Quart 0.15 ounces* 0.3 ounces 0.7 ounces 

I Gal/011 0.650,mces* 1.3 ounce~· 2.7 ounces 

10 Gallons 6.7 ounc.es* 13.4 ounces 26. 7 t)UIJCe-S 

50 Gal/mis 33.4 ounces* 66.8 ounce.~ J 33.5 ounc,.ts 
.r.teasuring cup pro~·ide1l. 

* The 0.5% solution currently is not approved for use in California. 
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Tablet r------------------- -- -------------, I Q11antity of 0.5% Solution* 1% Solution 2% Solution / 
I Water I 
f J Pint I tablet 2 tablets I 
I I Ouarl I tablet* 2 tablets 4 tablets / 

L __ I Gallon --- ~ _ 4tahlehf-.. ---~ ___ 8tahlets _________ 16tablets ____ J 
Solutions are stable for 7 days. Do not soak metal objects in Virkofl® S for long periods - 10 
minutes is maximum necessary contact time. One gallon of solution is sufficient to treat 135 sq. 
ft. 
* The 0.5% solution currently is not approved for use in California. 

POUL TRY [PRODUCTION] [AND RA TITE PRODUCTlON] 

[CONTROLS: Viruses of Newcastle Disease, Avian Laryngotracheitis and Avian Influenza; 
Bacteria of Streptococcus pyogencs Klebsiella pneumoniae, Escherichia coli, Salmonella 
typhimurium, Salmonella chloeraesuis, P eudomonas aerugfoosa, Staphylococcus aureus1 

Staphylococcus epidem1i<lis and Mycoplasma gallisepticum. Not approved in California for use 
against the follmving organisms: Viruses oflnfectious Bursa] Disease, Infectious Bronchitis 
virus, Marek's Disease Egg Drop Syndrome, Turkey Herpes Vims, Duck ViraJ Enteritis; 
FUNGJ(molds and yeasts)Aspergillus flavus, Fungi of Aspergillus fumigatus and Bacteria of 
Bordetella avium, Helicobacter pylori.] (OPT.) 

HATCHERIES: Virkon® S at I% solution can be used for cleaning and disinfecting hatchers, 
setters, evaporative coolers humidifying systems, ceiling fans, chicken houses, transfer trucks, 
trays, and plastic chick boxes. 

Virkon® S at 1-2% solution is recommended for use in fogging (wet misting) operations as a 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggers according to manufact1irer's use 
directions. 

BROILER/BREEDER HOUSES: ·ollow General lnstnrctions to remove poultry and preclean 
area to be treated. Spray floors and walls with Virkon.'© S at 1 % solution. Thoroughly wash 
waterers and feeders with a 1 % solution of Virkon® S. After contact for l O minutes, rinse with 
water. Do not house poultry or use equipment until treatment has dried. 

FOR AIR SAN1Tl2ING: Not approved for this use in California: Use Virkon® S at 0.5-1 % 
solution, and fog until surfaces are moist. Allow at least 2 hours before entering treated area. 
Rinse foggers and sprayers with ,,,.ater following use. 

PROCESSING PLANTS: Spray Virkon® S at l % solution to disinfect and clean walls, ceilings 
and floors . 
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SWINE PRODUCTION 

[CONTROl.S: Bacteria of Actinobacillus Pleuropnemnoniae and Clostridium perfringens;. Not 
approved in Cal(fhrniafor use against the following organisms: Viruses of Hog Cholera, S·wine 
influenza, Porcine Parvovirus, Porcine Reproductive and Respiratory Syndrome Virus (PRRS); 
Pseudorabies, Rotoviral Diarrhea, African Swine Fever, Fungi of Fusarium moniliformc oot 
and Mouth Disease and Bacteria of Treponema hyodysenteriae.] (OPT.) 

Follow General Instructions to remove swine and preclean area to be treated. Virkon® S at 1 % 
solutjon is recommended for cleaning and disinfecting farrowing units, nurseries, finisher 
houses, processing plants, and agricultural production equipment such a'> trucks, waterproof 
footwear (such as rubber boots), and associated livestock equipment and instruments. 

Virkon® Sat 0.5-1 % solution is recommended for use in fogging (\vet misting) operations or as 
a supplemental measure either before or after regular cleaning and disinfecting procedures. Not 
approved in California/hr fogging at dilutions less than 1%. Fog (wet mi. t) until the area is 
moist using automatic foggers according to manufacturer's use directions. Rinse foggcrs and 
sprayers with water following use. 

EQUINE PRODUCTION 
BROAD SPECTRUM EQUINE DISINFECTANT/DETERGENT/WASH FOR CLEANING 
AND DISINFECTING STABLES, EQU1PMENT, AND AERIAL DISINFECTION 

[CONTROLS: Not approved in California/or use against the following organisms: Fungi of 
Fusarium monfliforme.Viruses of African Horse Sickness, Equine Viral Arteritis (Pink Eye), 
Coital Exantbcnna, Myelocncephalopathy, Rhinopneumon1tis, Equine Contagious Abortion, 
Equine Papillomatosis, Equine Infectious anemia (Swamp Fever), Adenovirus Pneumonia, 
Equine Influenza (The ough) and Rhinitis; Bacteria of Clostridial Diarrhea, Fistulous \Vithers 
(Poll Evil), Taylorclla equigenitalis, Bordetclla bronchiscptica, Streptococcus equi (Strangles) 
and Pseudomonas mallei (Glanders); Fungj of Dermatophytosis (Ringworm) and 
Dermatophylosis (Mud Fever)] (OPT.) 

APPLICATIONS: For cleaning and disinfecting all surfaces, equipment, utensils and 
instruments in Veterinary practices, kennels, stables, catteries, etc. 

USES: Stables, Horse Boxes, Box Stalls, Tack, Equipment, and Feed Rooms: Thoroughly clean 
and dry [dry clean] surfaces, then wash the area manually or with pressure washer with a l % 
Virkon® S solution. Rinse with clean water. 
Blankets, Saddle Pads and Rugs: Not an approved use in Caftfornia: Shampoo by hand or spray 
lightly with a hand-sprayer ai,d leave to dry. Shake or vacuum to remove residue. 
Aerial Spraying to control airborne diseases: Not an approved use in Cal[fornia: Use a hand or 
knapsack sprayer with fine setting, or an automatic spraying system. Spray a l % Virkon® S 
solution for 2-3 minutes twice daily, first thing in the morning and last thing at night. Rinse 
sprayers with \·vater after use. 
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BOVINE PRODUCTION 

[CONTROLS: Bovine Adenovirus Type 4; Bacteria of Morax.ella bovis and Mycobacterium 
bovis; Fungi ofFusarium moniliforme. Not approved in California/or use against thefollovving 
organisms: Bacteria of Moraxella bovis and Mycobacterium bovis; Fungi of Fusarium 
moniliforme. Vims es of Calf rotavirus, Infectious Bovine Rhinotracheitis, Pseudorabies, Foot 
and Mouth Disease and Bacteria ofHaemophilus somnus.] (OPT.) 

Follow General Instructions to remove Jivestock and preclean area to be treated. A I% solution 
of Virkon® S is recommended to clean and disinfect areas associated with bovine housing 
stabling, hospjtal quarantine pens, feedlot facilities, and agricultural production equipment: such 
as trucks, water-proof footwear (such as mbber boots), and associated livestock equipment and 
instruments. 

COMPANION ANIMALS 

(CONTROLS: Viruses of Canine Parvovirus and Feline calicivirus; Bacteria of Staphylococcus 
aureus, Streptococcus pyogenes, Klebsiella pneumoruae, and Pseudomonas aeruginosa. Not 
approved in California for use against thefollmving organisms: Viruses of Distemper, 
Leptospira canicola, Feline parvovirus, Feline herpes; Fungi of Microspormn canis.] (OPT.) 

[APPLICATIONS] A 1% solution ofVirko¾ Sis recommended as a ''one step" clearung and 
disinfecting procedure (Remove Gross filth and heavy soil deposits before application of the 
disinfecti11g/c1eaning solution)_ for a11 surfaces, equipment, instrnments, utensils and cages 
[caging systems]within [associated with]Veterinary Medical Hospitals, infections disease wards, 
quarantine areas, Humane Society facilities, laboratory animal quarters, grooming and boarding 
facilities, kennels, catteries and animal transportation vehicles. 

Do not immerse metal objects in Virkon® S for long periods - 10 minutes is maximum contact 
time. 

GREENHOUSES AND HORTICULTURE 

Virkon® S is intended to disinfect inarumate environmental surfaces: such as floors, walls, 
glasshouse structures, ventilation and other equipment, utensils, trays, and other containers, 
water systems, evaporative coolers, storage rooms, and vehicles in greenhouses and other 
horticultural settings prior to introduction or reintroduction of plants, seeds, or sod. Not 
approved in California for use on ventilation and other equipment and ·water systems. It is not 
intended to directly affect agricultural production and must not be applied to plants, seeds, or 
soil. If necessary, remove or cover these jtems prior to use of the product. 

For surfaces and equipment 

1) Sweep and remove all plant debris. Use power sprayer to wash all surfaces to remove loose 
dirt. 

2) Use a dilution of 1: l 00 or 1.3 oz. Virkon S per gallon of clean water. Use a dilution of l :50 
or 2.6 oz. per gallon of clean water if surfaces that are to be treated have not been pre-cleaned 
with water to remove organic deposits. Not approved in California for use at 1:50 dilution on 
surfaces that have not been pre~cleaned with water to remove organic deposits. 
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3) Apply solution with mop, sponge, power sprayer, or fogger to thoroughly wet all surfaces. 

4) Heavy grmvth of algae or fungi may have to be scrubbed off following application. 

5) Reapply as often as needed for control. 

For clean non-porous surfaces 

Pot , flats, trays: Use a dilution of l: 100 or 1.3 oz. per gallon of clean water. Soak tools to . 
ensure complete coverage. 

Work areas: Sweep and remove all plant debris. Use power sprayer to wash all surfaces to 
remove loo ·e dirt. Use a dilution of 1: 100 or 1.3 oz. of Virkon S per gallon of clean water. Use 
a dilution of 1 :50 or 2.6 oz. of Virkon S per gallon of clean water if surfaces that are to be treated 
have not been pre-cleaned with water to remove organic deposjls. 

For evaporative cooler Not approved use in California:: treat existing algae and slime
contaminated surfaces with a l: l 00 dilution of Virkon S. Treat cooler water every week with a 
dilution of l :200 or 0.65 oz. of Virkon S for every gallon of cooler water. 

Virkon® Smay also be used to disinfect irrigation tanks and lines. Not approved use in 
Califhrnia: Run a 1 % solution through the system or soak equipment in a 1 % solution. Let 
tand for ten minutes and flush system with clean water after treatment. 

Virkon® S at 0.5-1 % solution is recommended for use in fogging (wet misting) operations or as 
a supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggers according to manufacturer's use 
directions. Rinse foggers and sprayers with water following use. 

AQUACULTURE 
Not approved for this use in California 
Virkon® Sis intended to disinfect inanimate environmental surfaces associated with aquaculture 
including vehicles, nets, boots, waders, dive suits, hoses, brushes and other similar equipment. 
Virkoil@ S may also be used in foot dips. Virkon00 S must not be applied directly to water. 

Equipment used in separate ites, tanJ(s, ponds in aquacultural settings should be disinfected 
before each new use by soaking for 20-30 minutes in a l % Virkon® S solution followed by a 
water rinse. 

Virkon~ S at 0.5-1 % solution is recommended for use in fogging ( wet misting) operations or as a 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggers according to manufacturer's use 
directions. Rinse foggers and sprayers with water following use. 

EMERGENCY DISEASE CONTROL (ANIMAL HEALTH) 
CONTROLS: Not approved for this use in California OJE List A Disease organisms including 
Foot and Mouth Disease Virus, African Horse Sickness Virus, Vesicular Stomatitis Virus, 
Classical Swine Fever Virus (Hog Cholera Virm;), African Swine Fever Virus, Newcastle 
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Disease Virus, and Highly Pathogenic Avian Influenza Virus, Swine Vesicular Disease Virus, 
and Mycoplasma mycoides (Contagious Bovine Pleuropneumonia). (OPT.) 

A 1% solution ofVirkon® Sis recommended to clean and disinfect agricultural facilities and 
equipment, military facilities and equipment; airport facilities and equipment, port facilities and 
equipment, rail faciJities and equipment, quarantine facilities and equipment, slaughter facilities 
and equipment, and other shipping facilities and equipment where animals or soils suspected of 
harboring foot and mouth di ease vims might have been previously present 

Within these facililies, treated objects include but are not limited to vehicles, farm equipment 
(including tractors, ploughing share , cars and trucks, farm engines, harvesters, loaders, mowers, 
tillers and slaughter machinery), military equipment (including tanks and troop carriers), and 
shipping equipment (pallets, bins, and containers). 

Spray Virkon® S at 1 % solution to disinfect and clean walls, ceilings, floors , decks, container 
surfaces, vehicles, wheels, water proof foot\vcar (such as rubber boots), Jivcstock equipment, 
utensils and insLruments. 
Do not immerse metal objects in VirkonJ<_,, S for long periods - 10 minutes is maximum contact 
time. 

DISINFECTION LIMITED TO SPECIFIC AND KNO\VN DISEASE ORGANISMS 
Not approved.for this use in California 
The instructions above call for use of a J % solution for general disinfection, however, Virkon® 
S is effective against the following disease organisms at the dHution rates pecified below. If the 
threat i · known and limited to one of the organisms belovv, Virkon Smay be used at the 
following dilution rate : 

Disease Organism 

PCV2 Virus (PMWS) 

Dilution 
rate 

1:200 

Oz./Gal. 

0.7 

USES IN FACILITIES SED FOR TEMPORARY CONFINEMENT OF ANlMALS 

A l % solution of Virkon® S is recommended to clean and disinfect inanimate surface 
associated with facilities used for the temporary confinernenl of animals. Sites may include, but 
are not limited to, barns, sheds, st.ables, pens, cages, and associated access alleys or walkways. 
Virkon Smay also be used to clean and di, infect equipment related to the maintenance of 
animals found at fairs, exhibitions, animal auction yards, animal show/boarding facilities, or 
other simjlar agricultural facilities dcsignc.d for the temporary housing of animals. 

To ensure that Virkon® S does not come in direct contact with animals, feed, or water, remove 
animals from treatment site and either remove or cover feed and water apparatus. To ensure 
precise application on inanimate surfaces, Virkon® Smay only be. applied using hand-held 
sprayers, sponges on other absorbent materials. Do not allow Virkon® S to pool on surfaces that 
may be wiLhin reach of animals. Do not allo·w Virkon® S to come into direct contact with 
people. Allow Virkon® S to completely dry prior to housing animals> using equipment, or 
allowing people to contact treated sites. 
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INSTITUTIONAL AND SERVICE FACILITIES 
(HUMAN HEALTH) 

CONTROLS: Human lmmuno-Deficiency Virus (lJlV) Type 1 (on hard, non-porous surfaces), 
Streptococcus pyogenes, Helicohacter pylori, KlebsieJla pncmnonjae, Escherichia coli, 
Salmonella typhimurium, Salmonella cboleraesuis, Pseudomonas aemginosa, Staphylococcus 
aureus, Staphy)ococcus epidermidis, and Trichophyton mentagrophytcs. (OPT.) 

With Virkon® S, only one product is needed to clean and disinfect all surfaces except acid
sensitive surfaces such as copper, brass, or aluminum. Do not use Virkon S on these acid
sensitive surface .. Avoid splashing VirkonCl9 S solution on textiles or carpets. Virkon® Smay 
be used on carpeting or other textiles only if area is tested for color fastness before use and 
treated area vacuumed \vhen dry. 

Cleaning and Disinfecting Non-Food Contact Surfaces: Remove gross dirt and use 1.0% 
Virkon® S solution prepared according to the Dilution Chart below. Apply to surface using a 
mop, sponge, brushes or spray device until the surface is visibly clean. Air dry. In ca ·es of 
fungal or viral contamination of non-food contact surfaces, follow these instructions substih1ting 
a 2.0% Virkoll® S solution. 

Sanitizing Toilet Bowls: After flushing, sprinkle 1 oz. Virkon® S powder around the bowl, 
scrub with a bmsh, and leave for IO minutes. Flush. 

Cleanjng and Disinfecting Manikins Used in CPR Training: Manikins should be cleaned as soon 
as possible at the end of each class to avoid drying of contaminants on surfaces. Disassemble the 
manikin as directed by the manufactmer1s instructions, Thoroughly wash all internal and 
external surfaces and reusable protective face shields with a brush using a I% Virko11® S 
solution. Let stand for 10 minutes and rinse with potable water. 

Cleaning and Disinfecting Hard, Non-porous Surfaces Suspected ofHlV Type I Contamination: 
Cover heavy spi llagc of body fluids with Virkon~ S powder. Let stand for IO minutes, and then 
scoop into plastic bag. Treat bag and its contents as infectious medical vvaste. Prepare 2% 
Virkon® S solution according to the Dilution Chart Apply to surface to be treated using a mop, 
sponge, brush or spray device until the surface is visibly clean. Air dry. 

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST •HIV-
1 ON HARD NO -POROUS SURFACES/OBJECTS SOILED WITH BLOOD/BODY 
·LUIDS. 

·Kills HIV- l on pre-deaned environmental surfaces/objects previously soiled with blood/body 
fluids in health care settings (Hospitals, Nursing Homes, etc.) or other settings in which there is 
an expected likelihood of soiling of hard non-porous surfaces/objects with blood or body fluids, 
and in which the surfaces/objects likely to be soiled with blood or body fluicL<; can be associated 
with the potential for transmission of Human Immunodeficiency Virns Type 1 (HIV-1) 
(associated with AIDS). 

PERSONAL PROTECTION: When handling items soiled with blood or body fluids use 
disposable prolcctjve latex gloves, gowns, masks, and eye protection. 
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CLEANING PROCEDURES: Blood and other body fluids must be thoroughly cleaned from 
urfaces and objects before application of this product. 

CONTACT TIME: Allow surface to remain wet for 10 minutes . 

DISPOSAL OF INFECTIOUS MATERIALS: Blood, body fluids, cleaning materials and 
clothing hould be autoclaved and disposed of according to local regulations for infectious waste 
disposal. 

EMERGENCY RESPONSE A.J"\10 0 -SITE CLEANUP 

Cover heavy spillage of body fluids with Virkon® S powder. Let stand for 10 minutes, and then 
scoop into plastic bag. Treat bag and its contents as infectious medical waste. 

Prepare 2% Virkon® S solution according to the DiJution Chart. Apply to surface to be treated 
using a mop, sponge, brush or spray device until the surface is visibly clean. Air dry. 

TORAGE A D DISPOSAL 
STORAGE: Store in a cool, dry place in tightly cJosed container away from children. Always 
replace lid aficr u. e. 
DISPOSAL: Wash empty container thoroughly and dispose in trash. Do not mix this product 
with other chemicals. 
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DuPont Chemical Solutions Enterprise 

December 15, 2005 

Document Processing De k (NOTIF) 
Antimicrobials Divi ·ion (75 lOC) 

TRANSMITTAL LETIER 

US Environmental Protection Agency; OPP 
Mr. Adam Heyward (PM34) 
Room 266A, Crystal Mall #2 
1801 S. Bel1 Street 

DuPont Chernr.a\ SoluTlons E11terp1"se 
?.O.Box~ 

Wilmingion DE 1 ~ -0402 

e Arlington, VA 22202-4501 

-

Reference: Virkon ® S~ EPA Registration No. 71654-6 
1 roti.fication (PR 98-10 Il.B Disclaim pests not approved by CDPR) 

Dear Mr. Heyward 

Please find the attached application form 8570-1 for notification labeling disclaiming use against 
pests that have not received approval by the California Department of Pcstkidc Regulation (PR 98-
1 O B). The CDPR has also requested that EPA accept notification of disclaiming use in hard. ,vater 
that is >200 ppm and acceptance of instruction to "Remove Gross filth and heavy soil deposits 
before application of the disinfecting/cleaning solution" (PR 98-10 M.3 ). 

This notification is consistent with the provisions of PR Notice 98-10 and PA regulation sat 40 
CFR 152.46, and no other changes have been made to the labeling or the confidentia1 statement of 
fommla for the product. I understand that it is a violation of 18 U C Sec. 1001 to wi1Ifully make 
any false statements to EPA. I further understand that if this notiucation is not consistent with the 
terms of PR Notice 98-19 and 40 CFR 152.46, this product may be in violation of FIFRA and T may 
be subject to enforcement action and penalties under sections 12 and 14 of FlFRA. 

Accordingly, I have attached 5 copies of text fonnat labeling. I have also attached a copy 
highlighting the changes from the most recently accepted, November 10, 2004 EPA stam:~~2-;:. 
accepted 1abel. • 

Should you have any questions, feel free to call. 

Sincerely, 

Thomas C. McEntee 
Product Registration Manager 
Thomas.(.McEntee@ usa.dupont.com 
(302) 695-6856 

••• • • • • •• 
• 

• • •••••• • 
• •• • • • •••• 

• 
•••• • • •••• 
•••• • • • •• • 

•••••• • •• • • 
•••••• • • •• 
• •••• • • ••••• 
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' ~~S>& read lnstroctions on reverse before compleUng form. Form Approved. 0MB No. 2070·0060 

United Statee § Registration 
OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
W"hlngton, DC 20-460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2 . EPA Product M1tnager 3. Propo•ed aenlficetion 

71654-6 Adam Heyward G_) None LJ Rutricted 
4 . Companv/Product (N-.m1t) PMI 
Virkon (R) S 34 

S. Name and AddfoH of Applicant (m~d1t ZIP Cod1t) 6. Expedited Reveiw. In accordance with FIFRA Section 3(cl13l 
E.I. du Pont de Nemours and Company (bllil, my product is similar or identical in compasition and labeljng 
Attn: lllomas c. McEnlee to: 
Dupont Chemical Solutions Enterpnse, P. o . Boie 80402 

EPA Reg. No. Wilming on, OE 19880·0402 

D Ch1tck lf this k, • MW .«/tu$ Product Name 

Secf1on - II 

Amendment · Explain below. LJ R.,.r pri11ted labelt 1n rep,eonu to 
Agency latter dated 

Aesubmiffion in re19onse to Ag11ney letter dated D "Me Too· Application. 

0 Nolific.i.ion • Explain below. D Other · Ex;,lal-11 below. 

EJU>Janation: u-. addttio.1'al pagelsl if necenary. !For ••ctlon I end Sec-tion II.) 

NotificaUon of Deletion ol pests lhal ha~e l'lOI reoeived acceptance in Catifomia. Narrowing of Claims for use ln presnce ol hard .... -atl!f. 
. 

This notification iS consiStent with the provisions of PR Notice 98-10 and EPA regulation sat 40 CFR 152.46, anel no olhef changes have been made to the la~llng or the 
confidential statement of formula fOf lhe product. I nucferstand that it is a lmllafton of 16 USC Sec. 1001 to v,•illlully maJ<e any false statements to EPA. I furti lar understnad 
that If lhos nolillcatlon Is not consistent wm, tl'le terms of PR No1ioe 9&-19 and 40 CFR 152.46, this proelucl may be inVio ation o1 FlFRA and I may be subject lo 
en!Ofoemenl acllon and pooa.ltles under seClions 12 and 14 of FlFRA. 

Section - Ill 
1. M.-rial Thill Producl WIii lie Padcepd In: 

Chilct-Resltt11rn Padtagi-ng Unit Paek.aging W•titr Soluble P~no 2. Tw• of Contain,r dv .. ~y .. . B Yet 
~M,~ 

No No No Pl"lie 
Glua 

__ • __ fion mu1t II •yq• No.~r If ·v111· No. p-.r Pt!J>M 
Unit Peckaoing wgt. con.t111ner Paek.age wgt container Other !Specify) 

$Ubmitt«J 

' 3. lo~lion of Net Contenta lnfonnation 4 . Sii•(•) Retail Contlliner I \~ooroll of Lebel Oirectione 

X Label I j Container 10 lb., 1 lb., 9 oz. 
6. Mtnn•r Ir! WNc:h Label i, Affixed to Product LJ Uthograph LJ 0th« 

Peper r.ued 
Stencl.cl 

Section - IV -•••••• -
1 • <Ant6Ct Point (CompJ1tt11 it•ms diritetly lt11/ow for id~tifn:•tion of mdi'tfidual to b11 contact/Id, II n1tc«f.$ery, to PfOCU8 tt,;s l!PPli~n.f. 

Neme Title TelephoM No. Tlncl~e At•• CodeJ , 1 
Thomas C. McEntee Product Registration Manager 302 695 EU356 : ' I . , 

Certification 6. Dlt~ -Awrtcation u:•• J 
I c•rtify that the statemonte I hav• med• on this form end all att~hrneni. thereto ere uue, eoc:ur-'• and o0fl"4ll•t•. Aecei* ,, 

• • 
I eclc.nowledge thllt eny knowlingl,ty false or mitf.ading statomc,nt may be puruh8ble bV fine or imprisonment or fS61npec0 n:•1 °" 
both 1.1nd11r ,pplic:able law. .. ,,,,,, 

2. Sij1l"NltUl9 3, Title ·-· .. -J}-~ / /4 r ~ -Product Registration Manager --- .... - .. 
4 .T~edN- S. Oat• 

Thomas C. McEntee December 15, 2005 
.. 

White· EPA Fie Copy loriglnell 
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Master Label 
Virkon® S 
Virkon® S Broad Spectrum Disinfectant [Alternate Brand Name] 
DuPonff!\1 Virkon® S Disinfectant and Virucidc for Veterinary Applications[ABN] 
Virkoo® S Disinfectant and Virucidc for Veterinary Applications [Alternate Brand Name] 
DuPontTM Virkoo® Aquatic Disinfectant and Virucide [Alternate Brand Name) 

[Fragrance Free] [Reduced Dye] [Fragrance & Dye Free] 

For se in Cleanjng and Disinfecting Industrial, Animal and Agricultural Facilities (OPT.) 

Effective against 
•Viruses 

(including CANlNE PAR VO VIRUS) (OPT) 
•Bacteria 
•Fungi 

For Use in Emergency Disease Control ( PT.) 

For use in Cleaning and Disinfecting In titutional and Service Facilities including stores, 
factories, schools, hotels, offices, ships, planes, transportation terminals, supermarkets and food 
warehouses. (OPT.) 

or Use in Emergency Response and On-site Cleanup (emergency response calls, crime cenes, 
traffic accidents, fires, flood, natural and other disasters), e.g., cars, truck ambulances, and 
similar emergency apparatus tires, wheels, floors wal1s, ceiling , paved surfaces; and equipment 
such as SCBA, coats, boots, hats, masks, gloves, axe , Jaws of Life and similar emergency 
equipment.(OPT.) 

For Use in Greenhouses, Horticulture, and Aquaculture (OPT.) 

ACTIVE INGREDIENTS: 
Potassium peroxymonosulfate . .... . . . . .... ... . ....... . . .. .. 
Sodium Chloride ......... . . ...... ......... . . . .. .. . .......... .. 
OTHER JNGREDIE TS ..... .... .. .. ..... ... .. .. .. . .. .. .. . . 
TOTAL .. .. .. .. .. .. ... .... ... .. ... . . .. .. .. ... ...... . . ..... . .. .. 

Equivalent to 9.75% Available Chlorine 

21.41% 
1.50% 

77.09% 
100.00% 

KEEP OUT OF REACH OF CHILDREN 
DAN GER/PELIGRO 

Sec fBack] I Side] Panel[ s l finsidc Booklet] for Additional Precautions 

[For 1 % solution, empty one 1.3 oz. sachet into 1 gaJ. water] 

[TABLET FORM] 

(POWDER FORM] 
EPA Registration 1 o. 71654-6 EPA Est. No. 62432-EN-001 
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Front Panel Continued 

FIRST AID 

If in Eyes: $ Hold eye open and rinse slowly and gent1y with water for 
15-20 minutes. 

$ Remove contact Jenses, if present after 5 minutes then 
continue rin ·ing eye. 

$ Call a Poi ·on Control Center or doctor for further 
treatment advice. 

If on Skin or Oothing: $ Take off contaminated clothing. 
$ Rinse kin immedjately with plenty of waler for 15-20 

minutes. 
$ Call a Poison Control Center or doctor for further 

treatment advice. 

If SwaUo,,·ed: $ Call Poison Control Center or doctor inunediately for 
treatment advice. 

$ Have Person sip a glass of water if able to swaUow. 
$ Do not induce vomiting unless told to do so by the poison 

control center or doctor 
$ Do not give anything by mouth to an unconscious person 

HOT LINE NUMBER 

For 24-hour emergency information on this product, call J -800-441-3637 (US & Canada) or 
1-302-774-1 l 39 (all other areas). 
Have the product container or label with you when calling a poison control center or doctor, 
or goit1g for treatment. 

ote to Physician: Probable muco al damage may contraindicate the use of ga5tric lavage. 

Net contents: --- - - - - - -
Manufactured for: 
E.1. DuPont de Nemours and Company 
PO Box 80023 
Wilmington, DE J 9880-0023 
Questions? Call I 800 441-7515 

US Patent No. 4822512 

Coypyright© 2005, E.l. du Pont de Nemours and Company, or its affiliate . All rights reserved. 
Virkon® is a regi tcred trademark of Antee International Inc.- a DuPont Company 
The DuPont oval logo, DuPont1"M arc trademarks or registered trademarks of DuPont or its 
affiliates. 
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[Comment: The list of claims (sites) under .. FFECTNE AGAI ST" may be placed in any 
order as long as each subheading and its contents remain intact.] 

EFFECTIVE AGAINST THE FOL O\VING PATHOGE S: 

ANil\'lAL AND ZOO OTIC PATHOGE S 

BACTERIA 

Actinobacillus p lcuropncumon iae 
Bacillus cereus 
Brucella abortus 
Campylobacter jejuni 
C1ostridium perfringens 
Dennatophilus congolensis 
Escherichia co1i 
Klebsiella pneumoniae 
Mycoplasma gallisepticum 
Pasteurella rnultocida 
Pseudomonas aeruginosa 
Salmonella cholcraesuis 
Sa1monella typhimurium 
Shigella sonnci 
Staphylococcus aureus 
Staphylococcus epidennidis 
Streptococcus pyogenes 
S trcptococcus . uis 
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Not approved in California for use against 
thefo!lm1ling bacteria: 
Bordctella avium 
Bordetclla bronchiscptica 
Fistu lous withers (Poll Evil) 
Haemophi1us somnus 
Hclicobacter pylori 
Listeria monocytogene 
Moraxclla bovis (Pink Eye) 
Mycobacterium bovis 
Mycoplasma mycoides 
Pscudomonas mallei (Glanders) 
Pseudomonas vulgaris 
Streptococcus equi (Strangles) 
Taylorella equigcnitalis 
Treponema hyodyscnteriae 
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VIRUSES 

Avian Influenza Virus 
A vjan Laryngotracheitis Virus 
Bovine Adenovirus Type 4 
Canine Adenovirus (Canine Hepatitis) 
Canine Parvovirus 
Equine Herpes Virus (Type 1) 
Herpes Virus Equine (Type 3) 
Equine Influenza V1rus (Type A) 
Feline Calicivirus 
Feline Panleukopcnia Virus 
Feline Rhinotracheitis Virus 
Newcastle Disease Virus 
Simian virus (SV40 Virus) 

Not approved in California.for use against 
the following viruses: 
Aderiovirus Pneumonia 
African Horse Sickness Virus 
African Swine Fever Viru. (tested ·with l % 
soil load and 342 ppm hard water) 
Bovine Polyoma Virus 
Bovjne Pseudocowpox Virus 
Bovine Viral Diarrhea Virus (no hard water) 
CalfRotavirus (no hard water) 
Canine Coronavirus 
Canine Para.influenza Virus 
Chicken Anemia Virus 
Coital Exanthcrma Virus 
Di temper Virus 
Duck Adenovirus no hard water) 
Duck Enteritis Virus 
Egg Drop Syndrome Adenovirus 
Equine Infectious Anemia Virus (Swamp 
Fever) 
Equine Arteritis Virus (no hard water) 
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Not approved in California cont. 
Hog Cholera Virus 
Equine Contagious Abortion Virus 
Equine Papillomatosis Virus 
Equine Influenza Virus (The Cough) 
Feline Herpes Virus 
Feline Infectious Peritonitis Virus 
Feline Parvoviru 
Foot and Mouth Disease Virus 
Infectious Bronchitis Virus 
Infectious Bursal Disease Virus 
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Infectious Canine Hepatitis Virus 
Infectious Pancreatic Necrosis Virus 
Infectious Salmon Anaemia Virus 
Infective Bovine Rhinotracheitis Virus (no 
hard water) 
Leptospira Canicola Virus 
Maedi- Visna Virus 
Marek s Disease Virus 
Mouse Parvovirus 
PCV2 Virus (PMWS) 
Porcine Parvovirus 
Porcine Reproductive and Respiratory 
Syndrome Virus (PRRS) 
Pseudorabies Virus (Aujesky's Disease) (no 
hard water) 
Rotaviral Dia1Thea Virus 
Snakebcad rhabdovirus 
Swine Influenza Virus 
Swine Vesicular Disease Virus 
Transmissible Gastroenteritis Virus (TGE) 
(no hard water) 
Turkey Herpes Virus (no hard water) 
Turkey Rhinotracheitis Virus 
Vesicular Stomatiti Viru 

30



e 

e 

FUNGI 

Not approved in California for use against 
the.following fimgi: 
AspergiUus fumigatru 

usarium moniliforme 
Microsporum canis 
Trichopbyton spp. (Ringworm) 
Tricbophyton spp. (Mud Fever) 

PLANT PATHOGEN 
Not approved in California/or use against plant pathogens: 
AJemaria solani Pyrcnocliaeta lycoopcrsici 
Botrytis cinera Pythium aphanidermatium 
Colletotrichum coccodes Rhizoctonia solani 
Didyme1la bryoniae Sclerotinia sclerotiorurn 
Fusarium oxysporu.m Thielaviopsis basicola 
Fu ·arium solani Verticillium dahJiac 
Penicillium oxalicum 
Phomopsis ·clerotioides 

HUMAN HEAL TH PATHOGENS 

Escherichia coli 

Xanthomonac; axonopodis 
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Klebsiella pneumoniae 
Pseudomonas aeruginosa 
Salmonella choler-&suis 
SalmoneJla typhimurium 
Staphylococcus aureus 
Staphylococcus epidermidis 

Not approved in California for use against: 

Trichophyton mcntagrophytes (use 2% solution) 
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Helicobacter pylori 
Human Immunodeficiency Virus (HJV) 
Type l (on hard, non.porou · surfaces) 
Streptococcus pyogenes 
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PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND D01\.ffi TIC ANll\1ALS 

DANGER. Powder is corrosive. Causes 1rreversible eye damage or skin bums. Harmful if 
·wallowed or absorbed lhrough the skin. Do not get in eyes, on skin or on clothing. Wear 
goggles ( or face shield). Wear protective clothing (long sleeve shirt and long pants, socks plus 
shoes and chemical resistant gloves such as water proof gloves). Wash hands before eating, 
drinking, chewing gum, u, ing tobacco or using the toilet. Remove contaminated clothing and 
wru:h clothing before re.u. e. 
Corrosive statement refers to powder only not in u e solution. 

ENVIRONMENTAL HAZARDS 

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries, oceans or 
other waters unless in accordance with the requirements of a National Pollutant Discharge 
Elimination System (NPDES) permit and the permitting authority has been notified in writing 
prior to discharge. Do not discharge effluent containing this product to sewer systems without 
previously notifying the local sewage treatment plant authority. For guidance contact your State 
Water Board or Regional Office of the EPA. 

(Comment: The instructions under "DIRECTIONS FOR USE" may be placed in any order as 
long as they remain a continuous section on the label.] 

BROAD SPECTRUM DISINFECTANT 
Virkon® S is effective against numerous microorgarusms affecting animals: viruses gram 
positive and gram negative bacteria, fungi (molds and yeasts) and mycoplasma. Efficacy of the 
1 % solution against bacteria and viruses wa determined in the presence of 400 ppm AOAC hard 
water [200 ppm in California) and 5% organic material in most cases. The exceptions are noted 
with qualifiers. e.g., "no hard water," "no soil load," and "use 2% solution." Virkon® S passc 
the AOAC germicidal and detergent sanitizer test at a concentration of 0.5% (l :200) in the 
presence of 400 ppm hard water. Apply a 0.5% (1 :200) solution for routine sanitation. [OPT as 
the statement pertainjng to the germicidal and detergent sanitizer test is not allowed in 
California). 
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DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling 

GENERAL f rsTRUCTIONS-POUL TRY AND FARM PREMISES 

1. Remove aJl poultry or other animals and feeds from premises, trucks or other vehicles, coops~ 
crates or otber enclosures. 

2. Remove all Jitter droppings and manure from floors , walls and surfaces of barns pens, stalls, 
chutes and other facilities and fixtures occupied or traversed by poultry or other ru1ima1s. 

3. Empty a11 troughs racks, and other feeding and watering appliances. 

4. Thoroughly clean all surfaces ,vith soap or detergent and rinse with water. 

5. Saturate surfaces with the recommended disinfecting solution for a period of 10 minutes. 

6. Immerse all halters, ropes, and other types of equipment used in handling and restraining 
animals, as well as forks, shovels, and scrapers used for removing Jitter and manure. 

7 . Ventilate buildings, cars, boats, coops, and other closed spaces. Do not house poultry or 
livestock or employ equipment until treatment has been absorbed, set, or dried. 

8. Thoroughly scrub treated feed racks, mangers, troughs, automatic feeders , fountains, and 
waterers with soap or detergent, and rinse with potable water before reuse. 

Thi powder or tablet formulation is easily diluted for use in manual or macrune operations. 

Virkon® S DILUTION CHART 
Fill container with desired amount of water and add Virkon@ S powder or tablet(:,) to achieve 
recommended solution concentration. [For a 1% l'Olution, add one (1) tablet to one pint of 
water.] 

Powder 

Quantity of 0.5% Solution* 1% Solution 2% Solution 
Water 

1 Ouart 0.15 ounces* 0.3 or,nces 0.7 ounces 

I Gllllon 0.65 ounces* 1.3 ounces 1.7 ounces 

JO Gallon~ 6.7 ounces* 13.4 ounces 16.7 ounces 

50 Gallons 33 . .f ounces* 66.8 oumies 133.5 ounces 
Measurirzg cup prOl•ided. 

* The 0.5% solution currently is not approved for use in California, 

f ;~hared\dupont\virkon s\vir1<on SCA draft 030805.wpd 33



e 

e 

Quantity of 
Water 
1 Pi11t 

I ~uart 

._ __ l Gall<!!!_ 

--------- -------
0.5% Sol11tion* 1% Solution 

I tablet 

I tablet* 2 tablets 

4 tablets~ _ __ 8tablets __ _ 
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-----, 
2% S<Jlution I 

2 tablets 

4 tablet5' 

So1utions are stable for 7 days. Do not ·oak metal objects in VirkoI1® S for long periods - 10 
minutes is maximum necessary contact time. One gallon of solution is sufficient to treat 135 sq. 
ft. 
* The 0.5% solution current]y is not approved for use in California. 

PO LTRY [PRODUCTION] [AND RATTTE PRODUCTION] 

[CONTROLS: Vimses ofNewcastle Di ease, Avian Laryngotrachciti. and Avian Influenza; 
Bacteria of Streptococcus pyogencs, Kleb ielJa pneumoniae, Escherichia coli, Salmonella 
typhimurium, Salmonella chloemesuis, Pseudomonas aeruginosa Staphylococcus aureus, 
Staphylococcus epidermidis and Mycoplasma gallisepticum. Not approved in California/or use 
against the following organisms: Viruses oflnfectious Bursal Disease, Infectious Bronchitis 
vims, Marek's Disca. c, gg Drop Syndrome, Turkey Herpes Virus, Duck Viral Enteritis; 
FUNGI(molds and yea<:ts)Aspergillus flavus, ungi of Aspergillu fumigatus and Bacteria of 
Bordetella avium, Helicobacter pylori.] (OPT.) 

HATCHERIES: Virkon® S at I% solution can be used for cleaning and disinfecting hatchcrs, 
setters, evaporative cooler·, humidifying systems, ceiling fans, chicken hou.<ies, transfer tmcks, 
trays, and plastic chick boxes. 

Virkon® S at 1-2% solution is recommended for use in fogging (wet misting) operations a a 
supplemental mea<iure either before or after regular c1eaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggers according to manufacturer's use 
directions. 

BROILER/BREEDER HOUSES: Follow General Instructions to remove poultry and preclcan 
area to be treated. Spray floors and wall· with Virkoll,g) S at I% solution. Thoroughly wash 
waterers and feeders with a I% solution of Virkon.,c. S. After contact for 10 minutes, rinse with 
water. Do not house poultry or use equipment until treatment has dried. 

FOR AIR SANITIZING: Not approved for this use in California: U. e Virkon® S at 0.5-1 % 
solution, and fog until surfaces are moist Allow at least 2 hours before entering treated area 
Rinse foggers and sprayers with water fol1owing use. 

PROCESSING PLANTS: Spray Virkon® S at l % solution to di infect and clean wal1s, ceiling 
and floors. 
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SWTNE PRODUCTION 

[CONTROLS: Bacteria of Actinobacillus Pleuropneumoniae and Clostridium perfringcns;. Not 
approved in California.for use against rhejiJl/owing organisms: Vimscs of Hog Cholera, Swine 
influenza, Porci!1e Parvovirus, Porcine Reproductive and Respiratory Syndrome Virus (PRRS); 
Pseudorabies. Rotoviral Diarrhea, African Swjne Fever, Fungi of Fusarium monilifonne Foot 
and Mouth Disease and Bacteria of Treponema hyodysenteriae.] (OPT.) 

Fol1ow General Instruction to remove swine and preclean area to be treated. Virkon® S at 1 % 
solution is recommended for cleaning and di. infecting farrowing units, nurseries, finisher 
houses, processing plants, and agricultural production equipment such as trucks, waterproof 
foot\.vear (such as rubber boots), and associated livestock cquipmenl and instrnments. 

Virkon® S at 0.5-1 % solution is recommended for use in fogging (wet misting) operations or as 
a ·upplemenlal measure either before or after regular cleaning and disinfecting procedures. Not 
approved in Californiaforfogging at dilutions less than 1%. Fog (wet mist) until the area is 
moist using automatic foggers according to manufacturer's use directions. Rinse foggers and 
sprayers with water following u~ e. 

EQUINE PRODUCTTON 
BROAD SPECTRUM EQUINE DISINFECTANT/DETERGENT/\VASH FOR CLEANING 
AND DISINFECTING STABLES, EQ IPME T, AND AERIAL DISrNFECTION 

[CONTROLS: Not approved in California for use against the.following organisms: Fungi of 
Fusarium moniliforme.Vjruses of African Horse Sickness, Equine Viral Arteritis (Pink Eye), 
Coital Exantherma, Myeloencephalopathy, Rhinopneumonitis, Equine Contagious Abortion, 
Equine Papillomatosis, Equine Infectious anemia (Swamp Fever), Adenovirus Pneumonia, 
Equine Influenza (The Cough) and Rhinitis; Bacteria of Closlridial DiaIThea, Fistulous Withers 
(Poll Evil), Taylorella equigenitalis, Bordetella bronchiseptica, Streptococcus equi (Strangles) 
and Pseudomonas maJlei (Glanders); Fungi of Dermatophytosis (Rin~.vorm) and 
Dcrmatophylosis (Mud Fever)] (OPT.) 

APPLICATJONS: For cleaning and disinfecting all surfaces, equipment, utensils and 
instruments in Veterinary practices, kennels, stables, catteries, etc. 

USES: Stables, Horse Boxes, Box Stalls, Tack Equipment, and l·eed Rooms: Thoroughly clean 
and dt)' [ dry clean] sutfaces, then wash the area manually or ._,,ith pressure washer with a l % 
Virkon® S solution. Rinse with clean water. 
Blankets, Saddle Pads and Rugs: Not an approved use in Cal(frJrnia: Shampoo by hand or spray 
lightly \.Vith a hand-sprayer and leave to dry. Shake or vacuum to remove residue. 
Aerial Spraying to control airborne diseases: Not an approved use in California: Use a hand or 
knapsack sprayer with fine setting, or an automatic spraying system. Spray a 1 % Virkon® S 
solution for 2-3 minutes twice daily, first thing in the morning and last thil1g at night. Rinse 
sprayers with water after use. 
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BOVINE PRODUCTION 

[CONTROLS: Bovine Adenovirus Type 4; Bacteria ofMoraxella bovis and Mycobacterium 
bovis; Fungi of Fusarium moniliforme. Not cpproved in Cal[forniafor use against the following 
organisms: Bacteria of Moraxclla bovis and Mycobacterium bovis; Fungi of Fusarium 
moniliforme. Viruses of Calf rotavirus, Infectious Bovine Rhinotracheitis, Pseudorabie , Foot 
and Mouth Disease and Bacteria of Haemophilus somnus.] (OPT.) 

Follow General Instructions to remove livestock and preclean area to be treated. A I% solution 
ofVirkon® Sis recommended to clean and disinfect areas associated with bovine housing 
stabling, hospital quarantine pens, feedlot facilities, and agricultural production equipment: such 
as trucks, water-proof footwear (such as rubber boots), and associated livestock equipment and 
instruments. 

COMPANION ANIMALS 

[CONTROLS: Vimse of Canine Parvoviru. and Feline ca)icivirus; Bacteria of Staphylococcus 
aureus, Streptococcus pyogenes, Klebsiella pneumoniae, and Pseudomonas aerugino. a. Not 
approved in California/or use against thefollmving organisms: Viruses of Distemper, 
Leptospira canicola, Feline parvoviru-, Feline herpes; Fungi ofMicro ·ponim canis.] (OPT.) 

[ APPLICA TlONS] A 1 % solution of V irkonE S is recommended as a "one step" cleaning and 
disinfecting procedure (Remove Gross filth and heavy soil deposits before application of the 
disinfecting/cleaning solution)_ for all surfaces, equipment, instruments utensils and cages 
[ caging systems ]\vithin [ associated wilh ]Veterinary Medical Hospitals, infections disease wards, 
quarantine areas, Humane Society facilities, laboratory animal quarters. grooming and boarding 
facilities, kennels, catteries and animal transportation vehicles. 

Do not immerse metal objects in Virkon® S for long periods - 10 minutes is maximum contact 
time. 

GREENHOUSES AND HORTICULTURE 

Virkon® S is intended to disinfect inanimate environmental surfaces: such as floors, walls, 
glasshouse strucmres, ventilation and other equipment, utensils, trays, and other containers, 
water systems, evaporative coolers, storage rooms, and vehicles in greenhouses and other 
horticultural settings prior to introduction or reintroduction of plan ls, seeds, or soil. Not 
approved in California for use on ventilation and other equipment and water systems. It is not 
intended to directly affect agricultural production and must not be applied to plants, seeds, or 
soil. If necessary; remove or cover these items prior to use of the product. 

For surfaces and equipment 

1) Sweep and remove aJl plant debris. Use power sprayer to wash all surfaces to remove loose 
dirt. 

2) Use a dilution of l: 100 or 1.3 oz. Virkon S per galJon of clean water. Use a dilution of I :50 
or 2.6 oz. per gallon of clean water if surface that arc to be treated have not been pre-cleaned 
with water to remove organic deposits. Not approved in California for use at 1: 50 dilution on 
su,faces that have not been pre-cleaned with water to remove organic deposits. 
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3) Apply solution \Vith mop, sponge, power sprayer, or fogger to thoroughly wet an surfaces. 

4) Heavy growth of algae or fungi may have to be scrubbed off following application. 

5) Reapply as oflen as needed for contro't. 

For clean non-porous surfaces 

Pot., flats, trays: Use a dilution of 1: l 00 or 1.3 oz. per gallon of clean water. Soak tools to 
ensure complete coverage. 

Work areas: Sweep and remove all plant debris. Use power sprayer to wash all surfaces to 
remove loose dirt. lJse a dilution of 1: l 00 or 1.3 oz. of Virkon S per gal]on of clean water. Use 
a dilution of l: 50 or 2.6 oz. of Virkon S per gallon of clean water if surfaces that are Lo be treated 
have not been pre-cleaned with water to remove organic deposits. 

For evaporative coolers Not approved use in Cal(fornia:: treat existing algae and slime
contaminated surfaces with a 1:100 dilution ofVirkon S. Treat cooler water every week with a 
dilution of 1:200 or 0.65 oz. ofVirkon S for every gallon of coo]er water. 

Virkon® Smay also be used to disinfect irrigation tanks and lines. Not approved use in 
CalijiJrn;a: Run a J % solution through the system or soak equipment in a 1 % solution. Let 
stand for ten minutes and flush system with clean water after treatment. 

Virkon® Sat 0.5-1% solution is recommended for use in fogging (wet misting) operations or as 
a supplemental measure either before or after regular cleaning and disinfecting procedures. og 
(wet mist) until the area is moist using automatic foggers according to manufacturer' use 
directions. Rinse fogger and sprayers with water following use. 

AQUACULTURE 
Not approved/or this use in Caltfi1rnia 
Virkon® S is intended to disinfect inanimate envirnnmental surfaces associated with aquaculture 
including vehicles, nets, boots, waders, dive suits, hoses, bmshes and other simi lar equipment. 
Virkon,g: Smay also be used in foot dips . Virkoll@ S must not be applied directly to water. 

Equipment used in separate sites, tanks, ponds in aquacultural ·ettings should be disinfected 
before each new use by soaking for 20-30 minutes in a 1 % Virkon® S solution followed by a 
water rinse. 

Virkon30 S at 0.5-1 % solution is recommended for use in fogging (wet misting) operations or as a 
supplemental measure either before or after regular cleaning and di infecting procedures. Fog 
(wet mist) until the area is moist using automatic foggcrs according to manufacturer's use 
directions. Rinse foggers and sprayers with water folJowing use. 

EMERGENCY DIS ASE CONTROL (ANIMAL HEALTH) 
CONTROLS: Not approved/or this use in California OTE List A Disease organisms including 

oot and Mouth Disease Virus, African Horse Sickness Virus, Vesicular Stomatitis Virus, 
Classical Swine Fever Virus (Hog Cholera Virus), African Swine Fever Virus, Newcastle 
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Disease Virus and Highly Pathogenic Avian Influenza Vims, Swine Vesicular Disease Viru ·, 
and Mycopla ma mycoide. (Contagious Bovine Pleuropneumonia). (OPT.) 

A 1 % solution of Virkon® S is recommended to clean and disinfect agricultural facilities and 
equipment, military facilities and equipment; airport facilities and equipment, port facilities and 
equipment, rail facilities and equ1pment. quarantine facilities and equipment, ~laughter facilitie 
and equipment, and other shipping facilities and equipment where animals or soils su pected of 
harboring foot and mouth disease virus might have been previously present. 

Within these facilities. treated objects include but are not limited to vehicles, farm equipment 
(including tractor , ploughing shares, cars and trucks, farm engines, harvesters, loaders, mower, 
tillers and slaughter machinery), military equipment (including tanks and troop carriers), and 
shipping equipment (pallets, bins, and containers). 

Spray Virkon® Sat 1 % . olution to disinfect and clean walls, ceilings, floors, decks, container 
. urfaces, vehicles, wheels, water proof footwear (such as rubber boots) livestock equipment, 
uten. ils and instruments. 
Do not immerse metal objects in Virkon S for long periods - 10 minute i maximum contact 
time. 

DISINFECTIO LIMITED TO SPE IFIC AND KNO\VN DISEASE ORGANISMS 
Nol approved fhr this use in California 
The instructions above call for use of a l % solution for general disinfection, however, Vi.Ikon® 
S is effective against the foJlowing disease organisms at the dilutjon rates specified below. If the 
threat is known and limited to one of the organisms below, Virkon S may be used at the 
following dilution rates: 

Di ease Organism 

PCV2 Virus (PMWS) 

Dilution 
rate 

1:200 

Oz./Gal. 

0.7 

USES IN AC ITJES USED FOR TEMPORARY CONFINEMENT O ANIMALS 

A 1 % solution ofVirkon® Sis recommended to clean and disinfect inanimate surfaces 
associated with facilities used for the temporary confinement of animal. . Sites may include, but 
are not limited to, barns, sheds stables, pens, cages and associated access a11eys or \valk:ways. 
Virkon Smay also be used to dean and disinfect equipment related to the maintenance of 
animals found at fairs, exhibitions, animal auction yards, animal show/boarding facilities, or 
other similar agricultural facilities designed for the temporary hou ing of animals. 

To cnsme that Virkon® S does not come in direct contact with animals feed, or water, remove 
animal. from treatment site and either remove or cover feed and water apparatus. To ensure 
precise application on inanimate surfaces, Virkon® S may only be applied using hand-held 
sprayers, sponges on other absorbent materials. Do not allow Yirkon® S to pool on surfaces that 
may be within reach of animal·. Do not allow Virkon® S to come into direct contact with 
people. Allow Virkon® S to completely dry prior to housing animals, using equipment, or 
allowing people to contact treated sites. 
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.rnSTITUTIONAL .AND SERVICE F ACILITmS 
(HUMAN HEALTH) 

CONTROLS: Human ]mmuno-Deficiency Virus (HIV) TyJJ<e] (on llitrtl, non-porous surfaces); 
Streptococcus pyogenes, Helicobacter pylori, Kkbsicl]a pnenmcmiae, Escherichia wH. 
Sal mone 11a. typhimuri um, Sahnonella cho lerae,suis, P seudomonas aiern ginos a, Staphylococcus 
aureus, Staphylococ,c:us epidermidis, and Trichophyitm1 menta.grophyks. ,(OPT . .) 

Willi Virkon® S, only one product is needed to dean and disinfect aU surfaces ex,cept acid~ 
sensitive surfaces such as copper, bmss; o:r aluminum. Do not use Vi:rkon S cm these acid
sem,itiv,e surfaces. Avoid splashirig Virkcm® S solution on kx.tHes or carpe,is. Virkon@ Smay 
be used on carpeting or other lex tiles only if area is tested for color fastness before use and 
treated area vacuumed \Vhen dry. 

Cleaning and! Disinfacti.ng Non-Food Contact Surfac,es: Remove gross dirt and use [ .O¾ 
Virkon® S soluticm prepared according to lhe Dilution Chart be,low. Apply to surface uising a 
mop~ sponge, brushes or spray devucc until the surface is visibly cleru1. Afr dry. In cases of 
:fungal or virnl ccm.tamination of non-food conta:ct surfw:.::.es, folfow these instructions substitutfro.g 
a 2.0% Virkong, S solution. 

:Sanitizing Toilet Bowls: After flush]ng. splfinkle 1 oz. Virk:on® S powder around the bowl; 
scmb with a lbmsh, and lieave for 10 1uinuLes. Flu.sh. 

C]ea.ni:ng and Disinfecting Manikins Used. in CPR Training: Manikinr; should be cleaned as smm 
as poss ible at the end of each class to avoid drying: of contaminants on surfaces. Disassemble ithe 
mrniikin as dir-ected by the ma1rmfacrnrcr1s instrnctions. Thoroughly wash aU intemrn mull 
extern,al surfa~-:.es and reusable prnkctive face shields with a bmslit usi]lg a l % Virko~. S 
so]ution. Let stand for [ 0 minutes and rinse with potable \.Vater. 

Cleaning and DEsinifecting Baird, Non-[POr-Ous Surfaces Suspecledl of HIV Typ,e 1 Contaminaition: 
Cover heavy spillage of body fluids with Vfrkon® S powder.. Let stand for l O miin:utes. and then 
s,coop into pfastic bag. Tlfeat bag aI11.d its contents as in.focti,ous medical waste. Prepare 2% 
Virkon® S solution accordi~g to lhe Dilution Ch1:1,rt Apply to surface to be treated using a mojp., 
sponge, brush or spray device unH] the smface is visibly clean. Air dry. 

SPECFAL INSTRUCilONS FOR CLEAN[NG AND DECO NT AM[NATION AGAfNST ~HIV-
1 ON HARD NON-POROUS SURF ACES/OBJECTS SOILED WITH BLOOD/BODY 
FLUIDS. 

~Kilb HIV-1 on pre~cleaned environmental suriaces/ob;jects previously s.oi]edl with blood/body 
fruids in heailth care s,etlings (Hospitals, Nursing Homes, etc.) or other settings in which there is 
an ,expected libHhood of soiling ofharr,d! non-porous surfaces/objects with blood or body fluids, 
and in which the surfoces/objects likely to be soiled with lblood or body flufds can be assocfo.~ed 
with the potential for transmission of Human ]mmu:nodeficiency Vims Type I (HIV~ 1) 
(assoeiated with AID·S). 

PIERSON AL PROTECTION: \\Then handling items s.oi1ed ,;,vith lbfo,od. or body tluido;:; use 
di.sposaible prnteetive latex gloves, gowns, masks., and eye pro1tectioII[. 

f:shaired.\dupcml\virlron s\Virkm11 S GA. d rnft 030i80fi.wpdl 39
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• CLEANING PROCEDURES: Blood and other body fluid must be thoroughly cleaned from 
surfaces and objects before application of this product. 

e 

CONT ACT TIME: Allow surface to remain wet for 10 minutes. 

DISPOSAL OF INFECTIOUS MATERIALS: Blood, body fluids, cleaning materials and 
clothing should be autoclaved and disposed of according to local regulations for infectious waste 
disposal. 

EMERGENCY RESPONSE AND ON-SITE CLEANUP 

Cover heavy spillage of body fluids ·with Virkon® S powder. Let stand for 10 minutes, and then 
scoop into plastic bag. Treat bag and its contents as infectious medical waste. 

Prepare 2% Virkon® S solution according to the Dilution Chart. Apply t() surface to be treated 
using a mop sponge, brush or spray device until the surface is visibly clean. Air dry. 

STORAGE AND DISPOSAL 
STORAGE: Store in a cool, dry place in tightly closed container away from children. Always 
replace lid after use. 
DISPOSAL: Wash empty container thoroughly and dispose in trash. Do not mix this product 
with olher chemicals. 

f:shared\dupont\vir1<on s\virkon SCA draft 030805.wpd 40



RISK ASSIGNMENT FORM 
Antimicrobial Division/Regulatory Management Branch II 

A 

I PRODUCT REVIEWER 

I Description of Action: 

APPLICATION DATE 

I PIN DATE 

REVIEWER ASSIGNED DATE 

DA TE DUE FROM SCIENCE 

NEGOTIATED DUE DATE 

DATE DUE OUT OF AGENCY 

/ Type of 
Data: 

PSB 
Product 
Chemistry 

e COMMENTS: 

Completed by Product Manager 

RMB II TEAM___M 

EPA File Symbol/Reg No. 

c;-
Submission No. '7B 6..2 Fee for Service Action Code: 

PSB Acute 
Toxicology 

PRIA FEE AMOUNT: 

YEAR 

2005 

2005 

2005 

2006 

PSS RASSB RAS SB RASSB RASSB 
Efficacy Environmental Ecological Chronic Exposure 

Fate Effects Toxicology 

NOTE TO ARCTIC SLOPE - PLEASE COMPLETE PART B OF FORM 

.ATTACttMeN+s; · o-LABELING . .. .-_ ....... ... :.: ;.-:. ·. ,. . ... .- \ ·.. . 0-CSF(S) ··: fl-DATA 0-0THERS 

~I===========i11===F=o=r=A=r=c=ti=c=S=lo=p=e=C=o=nt=ra=c=t=O=n=l=y=============: D Contract No.: 0411 ARCTIC SLOPE/MANAGER 

Final Task: Signature (Total hrs) 

~ Reviewer's Comments: 

- - DAl-E--FEE PAID: - - - - -R-ESP-ONSE CODE: / L RESP-'lNSE DATE: / 
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, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

\ -4iill~ ;· 
....... .. .. ,. .. 

January 17 1 2006 

Thomas C. McEntee 

\VASHJNGTON, DC 20460 

Product Registration Manager 
Dupont Chemical Solutions Enterprise 
P.O. Box 80402 
Wilmington, DE 19880-0402 

05"Fl C'E: OF 
r'REVE JTION, ?EST ~C DES 

AND TOXIC SUBSTANCES 

e Subject: Notification in Accordance with PR Notice 98-10 
Virkon® S 

e 

EPA Registration Number 71654-6 
Application: December 15, 2005 
Receipt Date: December 19, 2005 

Dear Mr. McEntee: 

This will acknowledge receipt of your notification, submitted under the provisions of PR 
Notice 98-10, FIFRA section 3 {c) 9. 

Proposed Notification: 

- Additional Brand Name: 

General Comment: 

DuPont™ Virkon® S Disinfectant and Virucide for 
Veterinary Use 

Based on a review of the material submitted, the following comment applies. 

The notification application is not acceptable for the following reasons: 

The basic product labeling [MASTER LABELING] do not list "Veterinart as an 
approved claim. Although it lists Agricultural Facilities as a use cite , the 
MASTER labeling must be amended to include "Veterinary cite" before it can be 
accepted as an additional brand name. Refer to EPA letter dated November 18, 
2005. 
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, Should you have any questions or comments concerning this letter, please contact me at 
(703) 308-6422 or Renae Whitaker at (703) 308-7003. 

Sincerely, 

~d.~~ 
Adam Heyward 
Product Manager 34 
Regulatory Management Branch II 
Antimicrobials Division (7510C) 
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. 
~ Ll\ .·• . 

~ 
DuPont Chem1ca1 Sohnions Enterprise 

December 15, 2005 

Document Processing Desk (NOTT ·) 
Antimi"'-robials Division (751 OC) 

TRANSMJTTALLETTER 

US Environmental Protection Agency 
Office of Pesticide Programs 
Mr. Adam Heyward (PM34) 
Room 266A, Crystal Mall #2 
180 1 S. Bell Street 
Arlington; VA 22202-450 1 

Reference: Virkon ® S 
EPA Registration No. 71654-6 
Alternate Brand Name (PR 98-1011.A) 

Dear Mr. Heyward, 

DuPm1t a,~;cal Soi tions E.ntcipr\se 
P. 0. Box 8()4,:)2 

Wiimr-.gtcn. DE 1~o&0-0402 

Please fmd the attached application form 8570-1 for notification of an additional brand name: 

DuPont TM Virkon ® S Disinfectant and Virucidc for Veterinary se 

This notification is consistent with the provisions of PR Notice 98-10 and EPA regulation sat 
40 CFR 152.46, and no other changes have been made to the labeling or the confidential 
statement of formula for the product J understand that it is a violation of 18 USC Sec. 1001 
to willfully make any faJse statements to EPA. I further understand that if this notification is 
not consistent with the terms of PR Notice 98-19 and 40 CFR 152.46, this product may be in 
violation of FIFRA and I may be subject to enforcement action and penalties under sections 
12 and 14 of FJFRA. 

Should you have any questions, feel free to call. 

Sincerely, 

Thomas C. McEntee 
Product Reg,istrntion Manager 
Thomas.C.McEntee@usa.dupont. com 
(302) 695-6856 

• • •••••• • 
• •• • • • • •• 

• 
• • •••••• • 
••• • • • •••• 

• 
•••• • • •••• 
•••• • • • ••• 

•••••• • • • • • 
•••••• • • •• 
••••• • • • •••• 
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~ . 
t'/e!se read Instructions on reverse before completing form. Form Approved. 0MB No. 2070-0000 

{&EPA United States § Registration 0~ Identifier NUl'l"lber 

Environmental Protection Agency Amendment 
WeehlnlJlon, OC 20460 Other 

Application for Pesticide - Section I 
1. Compeny/Prod..ie( Number 2. EPA Product MeNger 3. Ptopo-sed Clessific;ation 

71654-6 Adam Heyward [i)None LJ R99tricted 
4. Com.peny/'Producr <N•m•I PMI 
Virkon (R) S 34 

5. Name •rid Addres. of Applicant lfncluda ZIP Cod•J 6. Expedited Rtveiw. In acoordance with F1FRA Section 31cll3) 
E ,I. du Pont de Nemours and Company lbHi), my product is simila, or identical in composition and labeling 
Attn: Thomas c. McEn'lee to: 
Dupon.l Chemical Sotu i01'1s En1erprlse, P. O. Box 50402 

EPA Reg. No. Wilmington, DE 19880-0402 

D Ch~k. if Ill~ is • ~w MldrUII Product Name 

Section - II 

Amendment· Explain below. LJ Flnel pnn1ed let>.I• ln rep1,on111 to 
Agcu,cy latter deted 

Re•ubmiHlon in rosponee to Agency letter dated D -~ Too• Applicatior,, 

0 NotUicat.ion - Explain below. D Othe.1 • E)CJ!laln below. 

Explan,ation; u .. lddilior,al pagelsl if necessary. (Hit Hctlon I and S•cdon II.I 

Notil'ication of Alternate Brand Name per PR No1i~ 96-1 o ~uPont (TM) Vlrllon (R} S Disinfectant anel VlnmicJe for Velerinary Use 

This noliiicalion is consislem with the provisions of PR Notice 98-10 and EPA regulalion sal 40 CFR 152.<16, and no other changes have been made IO the labeling or the 
conlldenual statemenl 01 formula foe lhe product. I nuder'Stand tl'lat i1 is a violallon o 18 USC Sec. 1001 10 willfully make any lalse slatemE!flts o EPA. I tumter understnad 
that if this notification Is not consislent with the terms of PR No~ce 98-19 and 40 CF'R 152.46,, this product may be inviolation of FIFRA and I may be subject to 
enrorcement action and penalties vn.der sections 12 and 14 ol Fl FRA. 

Section - Ill 
1. Mawrl., Thia Ptoduet Will le Padratad In: 

Child·Rosistent Peck.1111ing Unit Packegmg Weter Solu.bl• Packaging 2.. Type of CoJ'ltainor 

8 B dy" Yu Vos ~-No No No 
f'tfftic 
GlaH 

.;;;.,.. tJon mu,t 11 ·vu· No. par If "YH• No. per Pep~ 
Unit Peckagi~ wgt. container Package wgt containtr Oth•r (Spocrfy) 

wbmitted 
I 

3. Loo.non of N•t Cof\tent1 lnfomution 4. Sia(•) R1tllil C<intai~r I S. Location of Labal Ott'ectil)l'MJ 

X Lebel LJ ~ntainer 10 lb. , 1 lb., 9 oz. fLJ 
8. M.nner in Whioh label is Affixed to Procluot LJ Uth<>e>raph LJ OtNr 

Pllf>• f.ued 
St,ncl~ 

Section - IV 
1. Contact Point {Compl•te it•ms d;r.c.tlv b.Jow for id.nti/;c•tlon of individual to be cont«t•d, if n•ceR,vy, to pro~ th;. 11PPfie1t~J.: • 

Name Tide T9'ephono No. URdude.Ara• Codel 

Thomas C. McEntee Product Registration Manager 302 695 6856 ••• . 
Ce-rtification 6. Dai, Appic.tion ····i-• • • • • I certify that the su1tem~nt1 I heve made on this fo,m end all •tt&chments thWeto are tru•, eccurate and eompleta. 

I ackoowledQIJ that any knowlinglly fain or mi,feadiftg stet~nt may be pu111sMble by fine or impuonment ot 
both unct,, IIS)plic:lib.,. law. 

2.SiQNW~~ -£,!~ 3. Title 

/4 ,,- Product Registration Manager 
4 . Typed Nema 6- Oat• 

Thomas C. McEntee December 15, 2005 
EPA Form ~70.'1 IR•v. l -941 ProYlous editions ate obsolete. 

... ~ .. • 
4Stwpedt 
• • • •••• 

• 
•••• • • •••• 
• ••• • • • •• • 

• 
••••• • . ~ 
• ••• • • ••• 

• • 

• 
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TASK ASSIGNMENT FORM 
Antimicrobial Division/Regulatory Management Branch II 

A Completed by Product Manager 

PRODUCT REVIEWER ? @-v'<- Y RMB II TEAM 34 

V 
EPA Rfe Symbol/Reg No . Description of Action: 

7 / IA ~L./- (, 
Decision No. 36/!.JJj / I Submission No. S- '/f5b b'J'o/ I Fee for Service Action Code: 

FOPA Action Code: ~1~ .)ilon-FOPA Action Code: PRIA FEE AMOUNT: 
·. ; •.. : •• ~L···, : :. •;. .. , .......... _._.-(;:: ... .. 

••. '!\ ;; Mp N.TH· . . I•. DAY YEAR f' . · ........ ., ., , •.. ,_ . · . .. 

APPLICATION DATE S,ep:tiiFAbe.r II £)2.,,,- 2005 

~NDATE Septlil~ber /I ~7 2005 

REVIEWER ASSIGNED DATE O~:teeer- JI 17 2005 
, 

DATE EXTENDED 

DATE DUE TO PM 

DATE DUE OUT OF AGENCY 2005 

Type of PSB Product PSB Acute PSB RASSB RASSB RASSB RASSB 
Data: Chemistry Toxicology Efficacy Environmental Ecological Chronic Exposure 

Fate Effects Toxicology 

.MENTS: NOTE TO ARCTIC SLOPE - PLEASE COMPLETE PART B OF FORM 

l··ATT ACHIVlENTS~ 0-LABELING 0-CSF(S) •. 0-DATA 0-0THERS I 
~I For Arctic Slope Contract Only I 
j Contractor: Arctic Slope 11 Contract No.: 0411 Ill ARcnc SLOPE/MANAGER I 
Draft Task: Signature Final Tar Signatur Y}r 

(Est. hrs) I (Total hrs) 

EJ Reviewer's Comments : 

DATE FEE PAID: RESPONSE cooel'PRESPONSE DATE: // /4 /ob 
I' 
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F 
-- - - - - - - - - - - - - -

I 

e 

-

I 

cdD 
DuPont Chemical Solutions Enterprise 

November 2, 2005 

Document Processing Desk (NOTIF) 
Antimicrobials Divis1on (751 OC) 

TRA....NSMITT AL LETTER 

US Environmental Protection Agency 
Office of Pestic1de Programs 
Mr. Adam Heyward (PM34) 
Room 266A, Crystal Mall #2 
1801 S. Bell Street 
Arlington, VA 22202-45 0 l 

Reference: Virkon ® 
EPA Registration No. 71654-6 
Alternate Brand Name (PR 98-10 ll.A) 

Dear Mr. Reyvvard, 

DuPont Chemical Soiuti.ons En!el'l)rise 
?. 0. Box 80402 
Wilmington. DE 19800-04:)2 

Please find the altache.d application form 85 70-1 for notification of an additional brand name: 
DuPont TM Virkon ® S Di infect.ant and Virucide 

This notification is consistent with the provisions of PR Not1ce 98-10 and EPA regulation sat 40 CFR 
152.46, and no other changes have been made to the labeling or the confidential statement of formula 
for the product. I understand that jt is a violation of 18 USC Se.c. 1001 to willfully make any false 
statements to EPA. I further Wlderstand that jfthis notification is not consiscent with the terms of PR 
Notice 98-19 and 40 CFR t 52.46, this product may be in violation of FIFRA and I may be subject to 
enforcement action and penalties under sections 12 and 14 of FIFRA. 

Should you have any questions, feel free to call . 

Sincerely, 

Thomas C. McEntee 
Proc.luct Registration Manager 
Thomas.C.McEntee@usa.dupont.com 
(302) 695-6856 

• • •••••• • 
• • •••••• • 

• 
•••• • • •••• 

••• • • • 

• ••••• • •• • • 
•••••• • • •• 

•• • •••• • • 

E. I. du Pont de Nemours and Company 

• ••••• 
•••• • • •••• 
• ••• • • • •• • 
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BJ• (l LA + /?}, 
1csse ""19d ins1~ C1/o11s on reverse ~ ~ elin~ orm 

1 
I 7"'1PII 

&EPA 
United Stotff 

Environmental Protection Agency 
Woahin~on, DC 20460 

Registration 
Amendment 
Other 

Application for Pesticide • Section I 

0MB No. 2070-0060 

OPP Identifier Nurrber 

1 , Company/Product Number 

71654-6 
4. Company/Product (Neme} 

Virkon (R) S 

2. EPA Product Manegar 
Adam Heyward 

PMI 
34 

3 . PtO?Med Clas,ification 

[iJ Nooe LJ Restricted 

5 . Name a.!ld Address ol AppU~nt llnclud• ZIP Cod•I 

E.I. du Pont de Nemours and Company 
Attn: Tllomas C. McEnlee 
Dupont Chemical Soluiions Enterprise, P, O. Box 60402 
Wil.ming,on, DE 19880-0402 

6. Expedited Reveiw. In accordance w ith AFRA Section 3(c){3J 
tbHil. my product Is similar or identical in composition and labeling 
to: 
EPA Reg. No. _______________ _ 

~ Ch•cfc if this Is • MW ~dr.u Product Name 

Section - II 

Amendment · Exp.lain bitlow. 

Resubnunion in re1ponse to Agency lotter dat81f ______ _ 

LJ 
D 
D 

Ex,planation: UH eddilion•I p~t(sl ii nocHsary. (For section I and Section II.) 

fin.I printild lob.ta in ,ep,onse to 
Agency letter c:f.41ted 
·Me Too· Applic.atlon. 

Othef - ExplMn below. 

Notification of Alternate Brand Name per P'R Notice 98-1 0 DuPont (™) Virkon (R) S Disln1ectant and Vlruclde 

Th oolillcation is consistent wlth the provisions ot PR No1ire 98-10 and EPA regulaUon sat 40 CFR 152.46, and no 01her changes have been made to the labeling ortl'le 
cornidential sta1ement of tom'lula for 11.e product. I nuderstand lh11t It is a V'iolation of 18 USC Sec. 100110 Willfully make any false statements to EPA. I lurtitef underi;tnad 
Thal if this no1ificatlon L,; not consistent with Ille term!; of PR Notloe 98·19 and 40 CFR 152.46. this product may be invlolalion of FIFRA and I may be subject to 
enlorcemen\ aeilon and penalties under secUons 12 and 14 of FtFRA. 

Child-Resi,tent Pe1:k•gi~ 

_J vaa 
x] No 

If "Vos" No. pBt 

Section - Ill 

W•ter Soluble P11ekegi~ 

LJ Yu 

0 No 

2. Type of Conteinor 

~=~ 
Glen 
Paper 

Unit Pllekaging wgt. container 
u-v .. • 
Paetagb wgt 

No. ~, 
cont&inor Other ISpeeifyj ______ _ 

3, Lo~tion of Net Content• lnform.etion 

X Lebel I ) ~ntainor 

6, Menner in Which Labet ia Affixed to Product 

4 . SiuC•l Rota! Cont11tn•t 

10 lb., 1 lb., 9 oz. 

LJ Lithoo,oph 
Peper ulued 
Stencifod 

Section - IV 

LJ OtMr 

Name 

Thomas C. McEntee 
Titl-e 
Product Registration Manager 

Telephone No . (Include Ar•• Cod•) 

302 695 6856 

Certification 
I certify thll.t tho :i:tatemont, I have made on this fom, and ell enochments: tti.reto are true, eccunte ond complete. 
I 1ckno11Wled.ge lhet any knowlioQ!ly fel:se or misleading statement m•v t>. punishable by fine or impriSOM'lent or 
both und•r 9Ppllcablo law. 

2, Signature 3 . Titla 

[hff'M(~ (m Product Registration Manager 
4 . Typed Name S. Dato 

Thomas C. McEntee November 1 , 2005 
EPA Form 867CM !Rev. 3-941 Prevtou, edit,ons are obsolete. 'Miko • EPA Fie Copy !original) 

8 . Pete AppWc~ 

R~~. 
• (Stamped) 
• • • ••••• • 

• 
•••• • • •••• 

••• • • • •• 
• 

•••• • • • •• • 

••••• i. 
• • • • 19 

•••••• • • •• 
••••• • • ••••• 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

UNITED ST ATES ENVJRONMENTA~ PROTECTION AGENCY 
\Vasbington, D.C. 20460 

ovember 29, 2005 

Thomas C. McEntee 
Product Registration Manager 
Dupont Chemical Solutions Enterprise 

P.O. Box 80402 

OFFICE OF 
PREVENTION, PESl lCIOES 

AND TOXIC SUBSTAWCES 

- Wilmington, DB 19880~0402 

SYN90L 

OATE 

Subject: Virkon® S 
EPA Registration No. 71654-6 
Application Date: November 2, 2005 
EPA Received Date: November 7, 2005 

Dear Mr. McEntee: 

This acknowledges receipt of your notification, submitted under the provision of PR 
1
otice 

98-10, FIFRA section 3(c)9. 

Proposed Notification 

Alternate Brand Name "DuPontTM Virkon@ S Disinfcclant and Virucide" 

General Comments 

Based on a review of the material submitted, the following comments apply: 

The notification application is acceptable. A copy has been inserted in your file for future 

reference. 

Should you have any questions or comments conccmi.ng this letter, please contact me at 

703-308-6422. 

CONCUMINC2S 

................ ............... 
................. .................. . ................. .................. ················ ..... -········--

... .............. 
-~···· .... ··· .... 

EPA Form 1320-11' (1190) 
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TASK ASSIGNMENT FORM 
Antimicrobial Division/Regulatory Management Branch II 

A Completed by Product Manager 

PRODUCT REVIEWER ~
1 

V ,, Y?/j/ '>- /. ~ , ./1 
, '"1..., / / /L h ~ It I r ' 

RMB_ II _ _ TEAM 34 
, 

Description of Action : EPA File Symbol/Reg No. 

?I~ ~1/-~ 
Decision No._1f6 ,225E;f Submission No. S-~/E'l/ I Fee for Service Action Code: 
FOPA Action Code: $() !J Non-FOPA Action Code: PRIA FEE AMOUNT: 

··-.· •.: .. . . ........ 
·-~ ,· .·.:· . .-: ·. ~:~,:.~):. ·.:~:· ·:··(:(\//: .. ... ,-::~; / ~ .QNTH 

APPLICATION DATE .Se~~r // 

_.PIN DATE Se~~i,er // 

REVIEWER ASSIGNED DA TE 0Q:t9b:er / / 

DATE EXTENDED 

DATE DUE TO PM 

DATE DUE OUT OF AGENCY 

Type of 
Data: 

PSS Product PSB Acute 
Chemistry Toxicology 

PSB 
Efficacy 

•,' 

DAY 

C)/ 
~2-
/S 

RASS8 RAS SB 
Environmental Ecological 
Fate Effects 

~ 
YE~R 

2005 

2005 

2005 

2005 

RASSB 
Chronic 
Toxicology 

., 

. MMENTS: NOTE TO ARCTIC SLOPE - PLEASE COMPLETE PART 8 OF FORM 

/4 ~5~: 

RASSB 
Exposure 

'"' 

"i:: 

I ATTACHM~N'.T$: a-LABELING 
·. 

0-CSF(S) 0-DATA 0-0THERS J 

For Arctic Slope Contract Only 

I Contractor: Arctic Slope j j Contract No.: 0411 Ill ARCTIC SLOPE/MANAGER 

Draft Task: Signature Final Task: Signature - - --- -----(Est. hrs} (Total hrs) --EJ Reviewer's Comments: 

DATE FEE PAID: RESPONSE CODE: //RESPONSE DATE: II //rt ID .< 
I I I 
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• 

UNITED STATES ENVIRONMENT AL PROTECTI01 AGENCY 
Washington, D.C. 20460 

November 181 2005 

Thomas C. McEntee 
Product Registration Manager 
E. I. DUPONT De Nemours and Company 
Post Office Box 80023 
Wilmington, Delaware 19880-0023 

Subject: VIRKON 
EPA Registration No. 71654-7 
letter Date: November 1, 2005 
Receipt Date: November 2, 2005 

Dear Mr. McEntee: 

OFFICE OF 
PRt VF.>IT10N. PESTICmES 
ANV TOXIC SUBSTANCES 

The following amendment, submitted in connection with registration under section 
the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, is 
unacceptable for the reasons listed below: 

Proposed Amendment: 

• Revised labeling [add directions for use by veterinarians for microsporus canis and 
trchophyton on dogs, cats, and horses] 

General Comments: 

Although the above microorganisms are not public health microorganisms, the 
animals [dogs, cats and horses) being treated are considered to be domestic animals, 
which will come in contact with humans. Therefore, efficacy data must be submitted to 
support the proposed claims. 

Should you have any questions or comments concerning this letter, please 
contact Lisa Mckelvin at (703) 308-7496 or me at (703) 308-6422. 

Sincerely, 

~dam Heyward 
Product Manager 34 
Regulatory Management Branch II 
Antimicrobials Division (7510C) 
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~ 
DuPont Chemjca} olution, Enterprise 

ovember 1, 2005 

D cument Processing Desk 
Antimicrobials Division (751 OC) 

TRANSMITTAL LETTER 

U Environmental Protection Agency 
Office of Pesticide Programs 
Mr. Adam Heyward (PM34) 
Room 266A, Crystal Mall #2 
1801 S. Bell Street 

D·J;,.;r,t C! ,smical Sclmions Er.rarprise 
P. 0 3~i 8i)402 
v,1iJrn1n,1!o'.I. De 10880-0402 

• Arlington, VA22202-4501 

• 

Reference: Virkon ® S 
EPA Registration No. 71654-6 
Application to Amend labeling- Trichopbyton and Microspomm 

Dear Mr. Heyward, 

This letter and its attachments are to amend the subject registration to i.ncJude lhe u c of the product in 
the management of Trichopbyton and Microsp rum organisms, the causative agents of"ringworm" in 
non-food producing animals, including dogs, cat and horses. 

Please refer to the attached: 

1. Application for Amended Registration (8570-1) 
2. FRA-EPA Memo of Understanding "Mutual Rcsponsibilitie[.; under FFDCA and FIFRA" 10/01 /80 
3. Letter from Veterinary Medicines Directorate (UK) June 11, 2003 ''TOPICAL USE" 
4. Virkon ® S Amended labeling in WORD (15 pages) 
5. EPA Data Matrix (8570-35) 
6. EPA Certification with Respect to Citation of Data (8570-34) 

Further to this subject: 

E. I. au Pont de N~IDura an:: Corni)3rw 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• • •••••• • 
• • •••••• • 

• 
•••• • • • ••• 

• •• • • • • •• 
• 

•••• • • •••• 
• ••• • • • •• • 
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• 

The claim is limited to disinfection oflhe coat and hair of the animals. 
There is no suggestion that the product is used as the treatment of the disease "ringworm". 
The use site is limited to non-food producing animals. 
In accordance \Vith PR Notice 96-6, the product is not for use on anima]s under 12 weeks of age and 
reapplication is once per week. 

USE BY VETERINARIANS IN THE MANAGEMENT OF 
TRJCHOPHYTON AND MICROSPORUM 

Virkon ® S is a broad spectrum antifungal disinfectant against Microsporum Elli! and 
trlchophyton spp. {Washing/rinsing the animals hair/coat/fur with a 1:100 dilution of 
Virkon ®Scan reduce the skin challenge due to pathogenic fungal organisms.](OPT.) 

Only for application to the hair/coat/fur of dogs, cats and horses. (not for use on food 
producing animals). Do not apply to animals less than 12 weeks of age. Do not re
apply more than once per week. 

Prepare a 1% solution of Dupont (TM} Virkon (R) Sin clean water. Using a clean 
sponge or cloth, apply Virkon S solution to saturate the coat of the animal, ensure 
that the disinfectant solution is kept out of the animals eyes, ears and respiratory 
tracts. Leave for ten minutes and then rinse the animals coat thoroughly with clean 
water. If re-treatment is necessary, wait at least 7 days. 

Virkon ® S has a LDSO of 4123 mg/kg body weight and is c-0nsidered slightly toxic to animal . The 
product is corrosive to animals, however the use diluted product is not significantly jrritating to animal 
skin or eyes. (Nevertheless, use of protective glovcwear and eyewear is recommended). 

Potassium pcroxyrnonosulfate, the active ingredjent in Virkon ® S, has been tested for subchronic oral 
toxicity jn rats. The No Observable Adverse Effects level was 200 mg/kg bodv \1,,·eighL The Lowest 

• Observable Adverse Effects Level is 600 mg/kg body weight. 

Should you have any questions, feel free to call. 

Sincerely, 

Thomas C. McEntec 
Product Registration fanagcr 
Thomas.C.McEntee(a),usa.dupontcom 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• • •••••• • 
• • •••••• • 

• 
•••• • • • ••• 

• •• • • • • •• 
• 

•••• • • •••• 
• ••• • • • •• • 
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• 

UNITED STATES ENVJRONMENTAL PROTECTION AGENCY 
WASHINGTON. D.C. 20460 

November 4, 2005 

THOMAS C. 1CENTEE 
E .I. DtJPONTD NEMOURS AND COMPANY 
DUPONT CHEr-.lJlCAL SO UTIONS TERPRISE DTVISIO 
BJ.\,fP 23/2161 , PO Box 80023 
WILMINGTON, DE 19880-

PRODUCT NAME: VIRKON S 

OfflCk'. OF 
PREVf:NTION. l'ESTI<.:IDES A.: ·o 

TOXIC SUHSTAS CES 

COl\11PANYNAi\1E: E.I. DUPONT DE NEMOURS AND COMPANY 
EPAFlLE SYMBOL: 71654-6 

PA REC ·JPT DATE: 11/02/05 

SUBJECT: RECElPT OF AMENDMENT 

DEAR REGISTRANT: 

The 011ice of Pesticide Programs has received your application for an amendment and it 
has passed an admini trative screen for completeness. 

During the initial screen we determined that the application appears to qualify for fa t 
track review. The package will now be forwarded to the Product Manager for review to 
determine its acceptability for fast track status . 

If you have any questions, please contact Antimicrobials Division Risk Management 
Team 34, at (703) 308-6422. 

Sincerely, 

c:7-uP~ 
Front End Proce sing Staff 
Information Services Branch 
information Technology & Resources Management Division 
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~ese road lnsuuctiOns on roveroo be-fore completing form. For Approved. 0MB No. 2070-0060 

United Statee ~ Registration 
OPP ldel'ltifier Numbef 

&EM Environmental Protection Agency Amendment 
W"hlngton, DC 20460 Other 

Application for Pesticide - Section I 
l. Compeny/Product Number 2. EPA Prod\lct Maneger 3. Proposed Oassificetion 

71654-6 Adam Heyward fi}None LJ ~eatricted 
4. Company/Product (Name} PM# 

Virkon (R) s 34 

5. Narnt and Addrau ol APl'Jli~nt {lncJud• ZJP Cod•) 6. Expedited Reveiw. In accordance with FIFRA Section 3fc)(3} 

E.l.du pant de Nemours & Company lbHI). my product is similar or identical in composition ano 1abe4ing 

Dupont Chemical Solutions Enterprise, P. 0 . Box 80403 to: 
Wilmington, DE 19880-0403 EPA Reg. No. 

0 C,,.t;k jf fhis is • n•w •ddrH.$ Product Name -
Section - II 

X Amendment • Explain t>elow. LJ FiMI printed lab , in repsonae to 
Agency letter dated 

R1S1.1brnl.slcm In rupon..e to Agency letter dated D "Me Too• Appficalion. 

D Notification · &plain below . D Other· Explain ~low. 

Explanation: UH add1tlon11l page(sl if neca.su,y. {FM section I end S•etion II.} 

Add directions for use by Veterinarians in the management of Microsporus canis and trichophyton on 
Dogs, cats and horses 

Section - Ill 
1. Mewrl.i Th5I Product Will S. Padlqed kt: 

Child-R•slstant Pack.agin; Unit Pec:kaglng Water Solubl• Packaging 2 . Typa of Cont,iner dYu yvaa B v .. 
~M•~ No 

Plutic: !__J No No Glus 

~tionmuJt 
tt ·v,.~ No. pat 1r ·v.,· No. per Pap-tf 
Unit Pai;k.egi r,g wgt. container P11ck.1~wgt eonta,nff Othor (Spticify) 

wbmithkl 
I 

3. Location of Net Com.ent• l11form11tion 4 . Si:re(•} Rttail Contain•r I 5f ~cron of ubel Dirttctions 

X Label LJ ~ntalner 10 lb., 11b., 9 oz. 
6, MeMer in Whioh label is Affixad to Product LJ Uthogr-,:>h LJ Othe, 

Pep4r iuad 
· Stencl ed 

Section - IV 
1. Contact Point /Complata ittlJ'N dinctly b.tow for id11ntJtic11tiolt of individual to 1M t:ont11ctH, ;! n~#r'Y, to proc~ titis 11/Jp/ic~.I; • 

Ni,ma Title Telephone No. l1J1WJludll*Area Code) 

Thomas C. McEntee Product Registration Manager •••••• 302 695 6856 . • Certification • 6. Date hfl,i-cation • 
I certify that tho etatements I have made on this form 1M all attecshmel\tS th1T11to e.re true, a1:eura.w and comiat.i. . • , R*Oliivad • •••• 
I 11cknowt1dge O,et any lmowiinolly felae or mishtading st1tome.n.t may be pulishable by fine or imptii,onrnenl « • • •' '5tanaped) 
both urider 1pplfc8ble law. • • • ••••• • • • • • 

2. SiiiJl'leture 3 . TIiie .... ,. • 

~("), t'' Kfa- Product Registration Manager •••• • • •••• 
4. Typed Nll!l'M 5. 011t• • ••• • • • 
Thomas C. McEntee November 1 ' 

•• 
2005 

• 

EPA Fcwm 8570-1 IRev, 3,941 Previous editiO!\S 11,e ob1·olete, wt.te - EPA Fk Copy lori~ Yehw - ~Copy 
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r'O.lfll A=lO',lro Of.! B Nos. 20"}0-0060; 2070-0057 :2070-0107 ;20'70 -0122;20?ti-016{ 

..,..1.l,, 
' A ' UNirED STATES ENVR ON MENTAL PROTECTDN AGENCY \.. , 

1200 Pennsy}.ran:aAvenue,N ;w .. -;;/ 
W ASH:NG TON ,DC. 20460 

Paper.,, o.tk R educoon A ct..N Oti.'C : The p-.lblt repo.rtllg bui::ien f::>rtM'i cnJi.Joctbn of htbml ati:m i: f!SU!l ated 10 av~m.Qe 1 2S hows per '!>"POnoo f::>riegi'iu:;;::bn 
~ o .25 hou:n; p:;rresponse br=gj;!Jlitt,n and :'![l(lClliJF-Vi:..,, actir.l::i:!c, :nc1Jd±.g tir. c irrteadng the h:~n.icmn.s aM = pbtbg 11'.e nea::.SSiSJY lb:mt s . s ero 
=~ men JL-ga!!ihq bun:ien est:h, all! or any omerac1pectof tt.J;; rolectbn of nb:r.v atbn, bclx:li '.<J s.g;csmns i;r~du;;.ng ee widen to: D ire®r, c olecti:m 
S~iegi!s D i,i,bn CZ822'rJ, Os .Envilonm cn!:iilP!Ptectim 11.gency, 1200 Pc:r·.nsylr.mh Avem.ie,N lli .,'ti aeh:nqton ,Dc 20460. Do nct=o thP. ax11 p't:t1.'!:.! Dllll 

'° thi; ad::J:iess. 

c e.rt::ifratbn win Respect to C :itatbn ofData 

AOU1i::ane!l.Req.sti:a.'1tll N ame,Jld.'ilcee,a!".d Te 'eohone Num be?: E? ,, R eqiluatbn Num bem' .it, s yrn .bol 
E.1. ouPool <le Nemours and Compa,)JI , ? , O. Box 6().403 Wflmlngton. OE 19880-0403 71654-6 

AC.-Jie :nrnerUmtsl and);:.<·.ico-.eO'..:lltitire ies~:= oourld :sl Pa~ 

ootassium ru:-roxvmono~11!tate ~ndium chloride November 1, 2005 

G ene::altlse Patiem(s (ll;t all.t!moc calr, ed /br tl1i, pltXh.;ctusm 40 2FR Palt! 581 P lOduc::X am c 
Indoor Vorlpm (R) S 

NO'l'E, Jfp.lJ1)10d,.l.C'.;.ila 1DO\ ll:!l)ilCKa£fh; ofanotberp..udlaf!ed EPA -iegi.1ered pir.,duct: ubd!d fm;;_l:..fr·.e C<).:ll e U="!S en y,<JJ'.'hlie.l. }"7J. do rio!:.!!P.ed ~ 

·· n i:.mi; inm. You m uw.s.ir.r., i:the Fon us~ra E;,®11ptbn Stali:!m enc !EPA Fc:rrn ll570~7). 

D liUll :iespol'llli:l;l to a o- :a<: an-:ti N oct:e , and have i \::llded w .lit th · f:>im a fut.ofc:a.n pan.i?s se::itcm!.'! ofCOlll pen~tbn Cne Dai.- M attk t:>xi1 e;;'1z::r...td 
be U5Ccl !brth:r. p.l.lpO&e}, 

S.?.CTDN HIB'ruOD OF!JA'fA SUPPORT t'heckonemettloclor.J,•l 

D Iam ns.ng the cll!-alun e thod ofs-uppo.a. and haw ti-::1:ided ~ m \r. t; i:liro Q !aw :15:ng tl'le f!e);?ctife m ettlOd otsuppott bz cie-ii1:.optbn 
a li3~otccr.n panbs ccn~o!Je:n; o!.COOJ pensatbn Cne Da~ M atr:il !i:n11'. ·.rdert!'le =!'...ec'.;ilt: m etboo l. ar.ld ha,.'i? :hcl:ded w .in m:a tlllll a 
5;)ioi,l)j be used !brfrrn ;iu;pose) . a::ll', p 21e:i li3t:oioa :a lt!qU:ie111 ents ~1e Dai.i M atn, 6m ll', ustbe 

used). 

SEC1 '0N 1I:GENERAL0l'FER 1'0 PA Y 

k equ.ied iushg me de ii.!Lm etnoct orw hen us:ha 11'.c clc-a~op:::bn under the sel!~ m ett>..od 1P sa~ one om·, 011: data leq'..i:i;c-..m cnti;J 

D lhereby ofi>.rar.d agree tt> ;ay cnn pen,qatiin . tn olh~. w m rega:s:i lP the appi:ov-oloi 1b:J;; ap;, nxtbn, !D the e.xll!nt ieq,i:ied by F PR/\ • 

SEC I)N :U-..:CER1'lr'I:l\.1'DN 

Jarrt:!y tl'.a::m.s uppirotbn u:irJSgiltr..t:hn , thi; Xl.lll'. t:neregi,-wmn, ortl'.J; D at:a. <: .i:i..ll ll'!$p(lrl&e :s s..ippo.!Ied .by aL.da r.. rrcibm :he'..! er crud :h !he 
pp1i::atim I.bi: JL-g:irovt:bn, !he t:>!111 br:ieicgiltwtbn. , ortne lJ .i!:i.1-<: ail-l", ie~-pc~,;e. ~ a"Odii;·n, ~:l"e cie -.3.Jl.opt:bn orc:..le :n.o;:,d:)n urlOi.!rtt.e ~cti,e tn elhod :i3 

roni.tect :h s ectbn i 1h :i; appfu:I t±ll1 i; siJppcrae<i by all.data ii tr..e Agency s fibs Iha::. 0.) =~:n ttu:, pr.i.:eti:s urc!fecc;; ct th.s p!Cduct:oran ilcntmlor 
sube:anti;illt sin :isrpiod~ct:. orcne orm o:te of the j,gi.edi mm :b tht; pmuct.and Ol il a~ cida!:ii ~;;i t wo..il:l re a::quied tn b!! suir.i tl"-a unnertt,c dallo. 
req~iezr. ents :b e!recton ::be dall! ofopp1:0,ialofth15 uppli:.."lti:::n ~lt-..e c1pp1l:::ati.m so.:ghttbe :h:tiilmgimathn ota p?:Xluc:ccf.!ienol o r s.lr. ilirc:::in posm1 aro 
uses. 

Ice:t~:lbat i>reach ~'Ole use S(Udy c'l:ed b DUppo.:t.oflh:v 4!9:S!Jatbn or.e~t:bn. thatlam the oJ:i?uldata suJ:vr. reror!l'lat..!r..a~-e obt;ii'le-d 
the 'if rllEn pe:n i;ebn 01 :r.e o.ti?.:h ldala .9\.lU!'. 'he.i:to c:1.2 ::t.a.~study. 

I~· tt:atiiread1 slt:dy cie:i i1 suppott:o!: tt:J;; :iegl'll:!l.ttbn crirueg smtrm lhat.ls not = excJ..Is ie 1.ise sr.my, e trcr: e) 1am Ute o!:g:b,"IJ.cat..t 
mibm ilen b) !have oboill..-d \he pe1r:1 1ss.bn of.the 01:;i:i:la.ldcit:J SUU11 b!:rtouse the Sl!Jdy .n s.ippu_>tcfmt; appotbn; (::;l aZ:peJ:i:xis ofolg.:i.t_'l!y b ~ 
cnn pensatbr lu.\oe cxpitF.d orll1e smy; 1:31 ttie :.:!Uliy j;; r. dle p;bll: :liEJ.tuve;o.i: ~} !have r.otilxl :h w rl:b,;; a1e c:o;n pany tt'.ateur:m :tl?:d frie~ ,t:lnavc 
oti:ied Ol (;) pay~r. pen&1tbn to l!'lc <".xtP.nt::re:r.i~,cJ by ~tto'.S 1 (::;)Cl)$ ) and,bn ) G/ ) 0 ) ciP"'l:' !Hl, ; and ffil ID= t~. encx: r..eJotis.tbns to ci,ete:rrn tic the 
am ountand ~ s of c=, pcnsatb.-i, 'facy, IIJ be pa.ii il l.!'...e use oftne Gt..lJ)•. • ••••• • 

la:Itiy thatil all.:ilStances whe:re an o!lero:cnnpP-n~tbn :i'.) J£qUited, copi:!s uia1l.ciie:s 10 p;:,y = ;x,n5'.t'im ,uti~o!lte oi iht!:ic&,<f~JY :h 
a=mnce 'il'fu sect:imB 31,;:.) 0.) !Pl and.,brH::)12 )8) of?.!i-'i'l.A a:ie <JWfubl'! ar.d w .i~ s.i.bm ilI:d to !he 11.gency 1!pcn £q(;!; _ S itc,.:ti I1all.lD ~¥'.lil•ce i'!Udl 
ev:oence to the Agency upon ieguest. IundP.JS:a.ml that tbe Agc.ncy m ay :btiue act:bn !P deny, :-.anre lorsi.lfV-:.nd lile lL'9iJt'li~~ .i~Y pll'Xli.!.\ ~ wfn'!!":i i y ,.. ih 
FJ?Rh. • • •• •• • • • • 

Ice:rtiiy tn-:ltthe statE!l'I ents Ihave m a:ie on th i, fu:irn and tillao:acim er.tE tti :tau;, tllle , uccu1a1£,and coif. ~t!l!! ~~r::knoi l'..-:l~'-' thauny 
imow hg¥ fulse arm .'Eea<l:ng s~\l!Ir. enc.maybe punish.ml:: by the orin pri;onm e;-,to both underappli::ab.e l'iw ! • • • • • 

•••• 
•••• s~lj (A 

Da~ Type.d orPrilted Name and Ttl? 
·1 • ••• 

/ ~~ r ~ Novsmbe, 1. 2005 Thomas C. McEntee/Product ft~ra,o Ma.nagec 
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Form Approved 0MB No. 2070-0060 

~ 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

4-01 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: Tile public reporting burden for this coUectlon of lnformallon is estimated to average 0 ,25 hours per response !or regislratloo actTviUes and 0,25 hours per response for 
reregistration and special review act!vities, inc\Uding time for reading the kistructions and completing the necessary forms. Send comments reqardlng the burden estimate or any other aspect of this collection of 
information, including suggestiOns for reducing the burden to: Director, OPPE Information Management Division (2i37). U.S. Environmefllal Protec.lion Agency. 401 M Street, S,W .• Washington. DC 20460. Do not 
send the form to this address. 

DATA MATRJX 

Date EPA Reg No./File Symbol 71654-6 Page 1 of 1 

Appt\cant'si'Reoistrant's Name & Address Product 

E.I. duPont de Nemours and Company P. 0. box 80402 Virkon (R) s 
Wilminoton. DE 19880-0403 

Ingredient Chlorine Dioxide 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

82· 1 (870.3100) subchronic oral toxicity ln rats (K pero.xymonosullate} 46119007 Antee tntem.ation Jnc own 

81 ~3 (870.1300) Acute Inhalation To.xicidty (k peroxyrnonosullate) 4611 9006 . own 

81·1 (870.1 100) Acute Oral Toxicidty 46119004 Anlec own 

81-i (870,11()0) Acute Oral Toxicity (k peroxymonosultate) 46119012 Antee 

• • • • ••• •• • . - ...... --• • • • • • • •••• 

• .. -. --- - .... ... 
• • • • • • • • • - • • • • -.?--. . ... •• •• Nemeandl"rtle 

~ J/./~-' 
S)gnatvrtll•• ~ ( h 't/4 Thomas C. McEntee, Product Registration Manager 

EPA Form 8570-35 (9-97) Electrooic end Paper versions available. Submit only Paper version, Agency Internal Use Copy 
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UNITED ST ATES ENVIRONMENT AL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Form Approved 0MB No. 2070..0060 

Papcrwor1< Reduction Act Notice: The public reporting burden !or this collection of infonnation is estimated to average O .25 hours per response for reglslfcltion activities and 0.25 hours pe.r response for 
reregistration and special review ecilvilies, including time for reading the instructions and romp!eting the oecessary fOfms. Send comments regardlng the burden estimate or any other aspect of this CO(\ec1Jon of 
!nfocmaUon, including suggestiollS for reducing the burden to: Director, OPPE tnforrnat!oo Management DMsion (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send \he form to thls <1ddress. 

DATA MATRIX 

Date EPA Reg NoJF(le Symbol 71654-6 Page 1 of 1 

Applicant'sJRegistrant's Name & Address Product 

E.I. duPont de Nemours and Company P. O. box 60402 
0 I Virkon (A) s 

Ingredient Chlorine Dioxide 

Submitter Status Note 

Antee !ntematlon Inc own 

own 

Antee own --
Antee 

Name and Title Date 

Thomas C. McEntee, Product Registratioo Manager 2¢; 
EPA Form 8570-35 (9-97) Eleetronlc and Paper versions available. Submit ooly Paper version. Public Ale Copy 
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OJ.lt,1-'R-'I' MED 1c , 1 1 JUN 2003 

Mr A Deeks 

..i. .r 

• • 
0 1 ~ Ec 01t1'1 t. 

ASSURING THE SAFl!.TV, 0UAI.ITV AND EFFICACY 
OF VETERINARY N!.DICINES 

Antee International Ltd 
Windham Road 
Sudbury 
Suffolk 
C0102XD 

Our ref: ULM046 l 9 

9 Jwie 2003 

Dear Mr Deeks 

Please accept this letter as confinnation that the following te>..1: is acceptable for 
use in connection with the marketing of the product Virkon S solution. 

Topical Use 

Virkon® S can be used as a skin disinfectant. 

Washing your horse with Vtrkon® S at a dilution rate of l : l 00 can reduce the 
skin chal]eng(? of the organisms that are responsible for Ringworm, Mud Fever 
and Strangles. 

Use a clean sponge or cloth to apply the Virkon® S solution to the coat of the 
horse, ensure that solution is kept out of the animal's eyes, ears and respiratory 
tracts. Leave for ten minutes and then rinse thoroughly with clean water. 

Yours sincerely 

Barry Haycraft 
Enforcement and Feed Additives Team 

Veterinary Medicines Directorate 
Woodham Lane, New Haw, Addlestone, Surrey KT15 3LS 

Telephone (01932) 336911 Fax (01932) 336618 Website: www.vrnd.gov.uk 
D1reci0f and Chief Executive Steve Dean BVel Med DVR MRCVS 

•••••• . . " • • 
•••••• • • •• 
••••• • • ...... 

.. . 
•••••• • 
• • •••••• • 

• 
•••• • • . .... 

• •• • • • • •• 
• 

•••• • • •••• 
• ••• • • • ••• (~) 

.... .....,_,_r.; 

The Vo!IJl<,nary r.l!trll~ Di:BCl!Jr.ll~ b .11n c.,, .,-.-a Aj)aney al tl,e 0..1)"11me'II !or Effi/ronn...,L, Food MIii Rllml Allolt1; IN'it!S70!l IS f'EOJIU! 59
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Page 1 

Master Label 
Virkon® S 

DuPont™Virkon® S (OPT) 
DISINFECTANT AND VTRUCIDE FOR VETERINARY APPLICATIONS [OPT.] 

[OPT.] BROAD SPECTRUM DISINFECT A Tf, FUNG ICIDE & ALGAEClDEJ 

[Fragrance Free] [Reduced Dye) [Fragrance & Dye Free] 

For Use in Cleaning and Di infi cting Industrial, Animal and Agricultural Facilities (OPT.) 

Effective against Viruses 
(including CAi~INE PARVOVIR. S) ! Bacteria! Fungi 

For Use in Emergency Disease Control (OPT.) 

For use in Cleaning and Disinfecling Institutional and Service Facilities including stores 
factories, schools, hotels, offices, ships, planes, transportation terminals, supermarkets and food 
warehouses. (OPT.) 

For Use in Emergency Response and On-site Cleanup (emergency response calls, crime scenes, 
traffic accidents, fires, floo~ natural and other disasters), e.g., cars, trucks, ambulances, and 
similar emergency apparatus, tires, wheels, floors, walls, ceilings, paved surfaces; and equipment 
such as SCBA, coats, boots, hats, masks, gloves, axes, Ja\VS of Life and similar emergency 
equipment.(OPT.) 

For Use in Greenhouses, Horticulture, and Aquaculture (OPT.) 

ACTNE INGREDIE TS: 
Potassium peroxymonosulfate.. . ... .. . . .. . ... . .... . . . .... .. 21.41 % 
Sodiwn Chloride.. . . . .. .. .. . ... .... .. . . ...... . . . . . ... .. . . .. ... 1.50% 
OTHER INGREDIENTS... . .. .... . .. .. .. ... . . ...... .. .. . .. . 77.09% 
TO'f AL... .. ... ..... . .. .. ... .. .. .. . ... .. .. .. ...... . ... . .... . ... 100.00% 

• •• ••• • • • • 
••••• • • .. 
•••• • • 

• • •••••• • 
• • •••• • 

• 
• ••• • • • ••• 

• •• • • • • •• 
., . . . . 

Equivalent to 9. 75% Available Chlorine 

KEEP OUT OF REACH OF CHlLDRE 
DANGER/PELIGRO 

See rsack] [Side] Pancl[s] [Inside Booklet) for Additional Precautions 

[For I% solution, empty one 1.3 oz. sachet into I gal. water] 

[I AB LET FORM] 

(PO\VDl::R FORM) 
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Front Panel Continued 

FIRST AID 

Ifin Eyes: $ Hold eye open and rinse slowly and gently with water for 
15-20 minutes. 

$ Remove contact lenses, jf pre ent after 5 minutes, then 
continue rinsing eye. 

$ Call a Poison Control Center or doctor for further 
treatment advice. 

If on Skin or Clothing: $ Take off contarninaied clothing. 
$ Rinse skin immediately with plenty of water for 15·20 

minutes. 
$ Call a Poison Control Center or doctor for further 

treatment advice. 

If Swallowed: $ Call Poison Control Center or doctor immediately for 
treatment advice. 

$ Have Person sip a glass of water if ab)e to swallow. 
$ Do not induce vomiting unless told to do so by the poison 

control center or doctor 
$ Do not give anything by mouth to an unconscious person 

HOT LINE NUMBER 

In case of emergency call 1800441 7515. Have the product container or label with you when 
calling a poison control center or doctor, or going for treatment. 

Note to Physician: Probable mucosal damage may contraindicate the use of gastric lavage. 

Net contents: 

EPA Reg. No. 71654-6 

Manufactured for: 
E.I. DuPont de Nemours and Company 
PO Box 80023 
Wilmington, DE 19880·0023 
Questions? Call I 800 441-7515 

EPA Est. No. 62432-EN-001 

Virkon® S is a registered trademark of and manufactured by Antee International Ltd. 
a DuPont Company 

US Patent No. 4822512 
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[Comment: The list of claims (sites) under "EF · ECTIVE AGAINST' may be placed in any 
order as long as each subheading and its contents remains intact.] 

EFFECTIVE AGAIN T THE FOLLOWING PATHOGENS: 

ANIMAL AND WONOTI PATHOGENS 

BACTERIA 

Actinobacillus pleuropneumoniac 
Bacillus cereus 
Brucella abortus 
Campylobactcr jejuni 
Clostridium perfiingcns 
Dermatophilus congolensis 
Escherichia coli 
Klebsiella pneumoniae 
Mycoplasma gallisepticum 
Pasteurclla multocida 
Pseudomonas aerugino. a 
Salmonella choleraesuis 
SalmoncI1a typbimurium 
ShigeJla sonnei 
Staphylococcus aureus 
Staphylococcus epidermidis 
Streptococcus pyogenes 
Streptococcus suis 
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Not approved in California/or use against 
the/ollowing bacteria: 
Bordetella avium 
Bordetella bronchiscptica 
Fistulous withers (Poll Evil) 
Haemophjlu.c; somnus 
Helicobacter pylori 
Listeria monocytogenes 
Moraxclla bovis (Pink Eye) 
Mycobacterium bovis 
Mycoplasma mycoides 
Pseudomonas mallei (Glanders) 
Pseudomonas vulgaris 
Streptococcus equi (Strangles) 
Taylorella equigenitalis 
Treponema hyodysenteriae 
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VIRUSES 

Avian Influenza Virus 
Avian Laryngotracheitis Virus 
Bovine Adenovirus Type 4 
Canine Adenovirus (Canine Hepatitis) 
Canine Parvovirus 
Equine Herpes Virus (Type 1) 
Herpes Virus Equine (Type 3) 
Equine Influenza Virus (Type A) 
Feline Calicivirus 
Feline Panteukopenia Virus 
Feline Rhinotracheitis Virus 
Infectious Bronchitis Virus 
Newcastle Disease Virus 
Simian virus (SV40 Virus) 

Not approved in California.for use against 
the following viruses: 
Adenovirus Pneumonia 
African Horse Sickness Virus 
African Swine Fever Virus (tested with 1 % 
soil load and 342 ppm hard water) 
Bovine Polyoma Virus 
Bovine P eu<locowpox Virus 
Bovine Virn1 Diarrhea Virus (no hard water) 
CalfRotavirus (no hard water) 
Canine Coronavirus 
Canine Parninfluenza Virus 
Chicken Anemia Virus 
Cohal Exantherma Virus 
Distemper Virus 
Duck Adcnovirus (no hard water) 
Duck Enteritis Virus 
Egg Drop Syndrome Adenovirus 
Equine Infectious Anemia Virus (Swamp 
Fever) 
Equine Arteritis Virus (no hard water) 
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Not approved in California cont. 
Hog Cholera Virus 
Equine Contagious Abortion Virus 
Equine Papillomatosis Viru 
Equine Influenza Virus (The Cough) 
Feline Herpes Virus 
Feline Infectiou Peritonitis Virus 
Feline Parvoviru 
Foot and Mouth Disease Virus 
Infectious Bursal Diseru e Virus 

Page4 

Infectious Canine Hepatitis Virus 
Infectious Pancreatic Necrosis Virus 
Infectious Salmon Anaemia Virus 
Infective Bovine Rhinotracheitis Virus (no 
hard water) 
Lcptospira anicola Virus 
Maedi- Visna Virus 
Marek's Disease Virus 
Mou e Parvovirus 
PCV2 Virus (PMWS) 
Porcine Parvovirus 
Porcine Reproductive and Respiratory 
Syndrome Virus (PRRS) 
Pseudorabies Viru (Aujesky's Disease) (no 
hard water) 
Rotaviral Diarrhea Virus 
Snakchead rhabdovirus 
Swine Influenza Virus 
Swine Vesicular Disease Virus 
Transmissible Gastroenteritis Virus (TGE) 
(no hard water) 
Turkey Herpe Virus (no bard water) 
Turkey Rhinotracheitis Virus 
Vesicular Stomatitjs Virus 
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FUNGI 
Fusarium moniJiforme 
Tricbophyton mcntagrophytes (use 2% 
solution) 

Nol approved in California/or use against 
the following fungi: 
Aspergillus fumigatus 
Microsporum canis 
Trichophyton spp. (Ringworm) 
Trichophyton spp. (Mud Fever) 

PLANT PATHOGE S 

Page 5 

Nol approved in California/or use against plant pathogen·: 
Alemaria solani 
Botrytis cinera 
CoJlctotrichum coccodes 
Didymella bryoniae 
Fusarjum oxysporum 
Fusarium solani 
Penicillium oxaJicum 
Phomopsis sclerotioidcs 

HUMAN HEALTH PATHOGENS 

Escherichia coli 
K.Jebsjella pneumoniae 
Pseudomonas acruginosa 
Salmonella cholerasuis 
SalmonclJa typhimurium 
Staphylococcus aurcus 
Staphylococcus epidermidis 
Trichoph)'ton mentagropbytes (use 2% solution) 
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Pyrenochaeta lycoopersici 
Pythium aphanidcrmatium 
Rhizoctonia solani 
Sclerotinia sclerotiorum 
Tltielaviopsis basico]a 
Verticillium dahliae 
Xantbomonas axonopodis 

Not approved in California.for use against: 
Helicobacter pylori 
Human Immunodeficiency Virus (HIV) 
Type l (on hard, non-porous surfaces) 
Streptococcus pyogenes 
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PRECAUTIONARY STATE:MEN S 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

DANGER. Powder is corrosive. Causes irreversible eye damage or skin burns. Harmful if 
swallowed or absorbed through the skin. Do not get in eyes, on skin or on clothing. Wear 
goggles or face shield). Wear protective cJoth.ing (long sleeve shirt and long pants, socks plus 
shoes and chemical resistant gloves such as water proof gJoves). Wash hands before eating, 
drinking, chewing gum, using tobacco or using the toilet. Remove contaminaLed clothing and 
wash clothing before reuse. 
Corrosive statement refers to powder only not in use solution. 

ENVIRONMENTAL HAZARDS 

Do not discharge effluent containing this product into lakes, streams ponds, estuaries, oceans or 
other waters unless in accordance with the requirements of a National Pollutant Discharge 
Elimination System (NPDES) permit and the permitting authority has been notified in v.rriting 
prior to discharge. Do not discharge effluent containing this product to sewer systems without 
previously notifying the local sewage treatment plant authority. For guidance contact your State 
Water Board or Regional Office of the EPA. 

(Comment: The instructions under "'DIRECTIONS FOR USE" may be placed in any order as 
long as they remain a continuous section on the labcl.J 

BROAD SPECTRUM DISINFECT ANT 
Virkon:Ri S is effective against numerous microorganisms affecting animals: vi.ruse , gram 
positive and gram negative bacteria, fungi (molds and yeasts), and mycoplasma. Efficacy of the 
1 % solution against bacteria and viruses was determined in the presence of 400 ppm AOAC hard 
,vater and 5% organic material in most cases. The exceptions are noted with qualifiers, e.g., "no 
hard water," "no soil load," and "use 2% solution." Virkon (R jt, S passes the AOAC gcrmjcidal 
and detergent sanitizer test at a concentration of 0.5% (1 :200) in the presence of 400 ppm hard 
water. Apply a 0.5% (1 :200) solution for routine sanitation. 
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DIRECTIONS FOR USE 
It is a violation of Federal law to use thi. product in a manner inconsistent with its labeling 

GENERAL INSTRUCTIONS-POULTRY AND FARM PREl\'flSES 

l. Remove all poultry or other anima1s and feeds from premises, trucks or other vehicles, coops, 
crates or other enclosures. 

2. Remove all litter droppings and manure from floors walJs and surfaces of barns pens, sta1ls, 
chutes and other facilities and fixtures occupied or traversed by pou]try or other animals. 

3. Empty all troughs, racks, and other feeding and watering appliances. 

4. Thoroughly clean a1l surfaces with soap or detergent and rinse with water. 

5. Saturate surfaces with the recommended disinfecting solution for a period of 10 minutes . 

6. Immerse all halters, ropes, and other types of equipment used in handling and restraining 
animals, as well as forks , shovels, and scrapers used for removing litter and manure. 

7. Ventilate building , cars, boats, coops, and other closed spaces. Do not house poultry or 
livestock or employ equipment until treatment has been absorbed, set, or dried. 

8. Thoroughly scrub treated feed racks, mangers, troughs, automatic feeders, fountains, and 
waterers with soap or detergent, and rinse with potable water before reuse. 

This powder or tablet formulation is easily diluted for use in manual or machine operations. 

Virkonoc,S DTLUTION CHART 
Fill container with desired amount of water and add Virkon@S powder or tablet(..,;) to achieve 
recommended solution concentration. [For a 1% solution, add one(]) tablet to one pint of 
water.] 

Powder 

Quantity of 0.5% Solution* 1%Solution 2% Solution 
Water 
J Quart 0.15 ounc.es* 0.3 ounce.,. 0.7 ounces 

1 Gallon 0.65 ounces* 1.3 ounces 2.7 ou,u:es 

10 Gallons 6. 7 ounce ... * 13.4 ounces 16. 7 ounce.,; 

50 Gallon.!i 33.4 ounces"' 66.8 mmces 133.5 ounces 
Measunng cup provided. 

* The 0.5% solution currently is not approved for use in California. 
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Tablet 

I Quantity of - 0.5% Solution* -- 1% Solution - 2% Solution I 
I Water I 
I J Pint I tablet 2 tablets l 
i I Quart I tablet* 2 tahlelf 4 tablets I 
L __ I Gallon _____ 4 tablets* ____ . _____ 8 tablets ______ _____ 16 tab/elf _____ j 

Solution. are stable for 7 days. Do not soak metal objects in Virko~ S for Jong periods - 10 
minutes is maximum necessary contact time. One gallon of solution is ufficient to treat 135 sq. 
ft. 
* The 0.5% solution currently is not approved for use in California. 

POULTRY [PRODUCTION] [AND RATITE PRODUCTION] 

[CONTROLS: Viruses of Newcastle Disease, Infectious Bronchitis, Avian Laryngotracheitis 
and Avian Influenza; FUNGI(molds and yeasts)AspergjUus tlavus Bacteria of Streptococcus 
pyogenes, Helicobacter pylori, Klebsiella pneumoniae, Escherichia coli, Salmonella 
typhimurium, Salmonella chloeraesujs, Pseudomonas aeruginosa Staphylococcus aureu , 
Staphylococcus epidermidis and Mycoplao:;ma gallisepticum. Not approved in Califomia for use 
against the following organisms: Viruses of Infectious Bursal Disease, Marek's Disease, Egg 
Drop Syndrome, Turkey Herpes Virus, Duck Viral Enteritis; Fungi of Aspergillus fumigatu and 
Bacteria ofBordetclla aviurn.] (OPT.) 

HATCHERIES: VirkoD® Sat 1% solution can be used for cleaning and disi.nfcctmg hatchers, 
setters, evaporative coolers, humidjfying systems, ceiling fans, chicken house , transfer trucks 
trays, and plastic chick boxes. 

Virkon,-E S at 1 ·2% solution is recommended for use in fogging (wet misting) operations as a 
supplemental measure, either before or after regular cleaning and disinfecting procedure . Fog 
(wet mist) until the area is moist using automatic foggers accordjng to manufacturer's use 
directions. 

BROILER/BREEDER HOUSES: Follm,v General Instructions to remove poultry and preclean 
area to be treated. Spray floors and walls with Virkoll® S at 1 % solution. Thoroughly wash 
waterers and feeders with a I% solution of Virko~ S. After contact for 10 minutes rinse with 
water. Do not house poultry or use equipment until treatment has dried. 

FOR AIR SANITIZING: Not approved use in Califhrnia: Use Virkoll® S at 0.5-1% elution, 
and fog until surfaces are moist. Allow at lea-;t 2 hours before entering treated area Rinse 
foggers and sprayers with water foUowing use. 

PROCESSING PLANTS: Spray Virkoll® S at 1 % solution to disinfect and clean waUs, ceilings 
and floors. 
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SWINE PRODUCTION 

[CONTROLS: Bacterja of Actinobacillus Plcuropneumoniae and Clostridium perfringens;. Not 
approved in California for use against thefollo-..ving organisms: Vimses of Hog Cholera, Swine 
influenza Porcine Parvovirus, Porcine Reproductive and Respiratory Syndrome Virus (PRRS); 
Pseudorabies, Rotovjn1l Diarrhea., African Swine Fever, Fungi of Fusarium moni1ifonuc Foot 
and Mouth Disease and Bacteria of Treponema hyodysenteriac.] (OPT.) 

Follow General Instructions to remove swine and preclean area to be treated. Virkofl® Sat 1 % 
solution is recommended for cleaning and disinfecting farrowing units, nurseries finisher 
houses, processing plants, and agricultural production equipment such as trucks, waterproof 
footwear (such as rubber boots), and associated livestock equipment and instrumenls. 

Virkonic S at 0.5-1 % solution is re.commended for use in fogging (wet mis6ng) operations or as a 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggers according to manufacturer's use 
directions. Rjnse foggers and sprayers with water following use. 

EQUINE PRODUCTION 
BROAD SPECTRUM EQUINE DISINFECTANT/DETERGENT/WASH FOR CLEANING 
AND DISINFECTING STABLES, EQUIPMENT, AND AERIAL DISINFECTION 

(CONTROLS: lVot approved in Cal{forniajor use against the following organisms: Fungi of 
Fusarium moniJiforme.Viruses of African Horse Sickness, Equine Viral Arte.ritis (Pink Eye), 
Coital Exantherma, Myeloenccphalopathy, Rhinopneumonitis, Equine Contagious Abort1on, 
Equine Papillomatosis, Equine Infectious anemia (Swamp Fever), Adenovirus Pneumonia, 
Equine Influenza (The Cough) and Rhinitis; Bacteria of Clostridial Diarrhea, Fistulous Wither 
(Poll Evil), Taylorella equigenitalis, Bordetella bronchiseptica Streptococcus equi (Strangles) 
and Pseudomonas maUei (Glanders); Fungi ofDermaiophytosis (Ringworm) and 
Dennatophylosis (Mud Fever)] (OPT.) 

APPLICATIONS: For cleani11g and disinfecting all surfaces, equipment} utensils and 
instruments in Veterinary practices, kennels stables, catteries, etc. 

USES: Stables, Horse Boxes, Box StaJls, Tack, Equipment, and feed Rooms: Thoroughly clean 
and dry [ dry clean] surfaces, then wash the area manually or with pressure washer with a 1 % 
Virkonx S solution. Rinse with clean water. 
Blankets, Saddle Pads and Rugs: .-~,lot an approved use in California: Shampoo by hand or spray 
lightly with a hand-sprayer and le.ave to dry. Shake or vacuum to remove residue. 
Aerial Spraying to control airborne diseases: Not an approved use in California: Use a hand or 
knapsack sprayer with fine setting, or an automatic spraying system. Spray a l % Virkoll® S 
solution for 2-3 nunutes twice daiJy, first thing in the morning and last thing at night. Rinse 
sprayers with water after use. 
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BOVINE PRODUCTION 

[CONTROLS: Bovine Adenovirus Type 4; Bacteria ofMoraxella bovis and Mycobacterium 
bovis; Fungi ofFusarium moniliforme. 1\"ot approved in California for use against the following 
organisms: Viruses of Calf rota virus, Infectious Bovine Rhinotracheitis, Pseudorabies, Foot and 
Mouth Disease and Bacteria of Haemophi1us somnus.] (OPT.) 

Follow General Instructions to remove livestock and preclean area to be treated. A 1 % solution 
ofVirko}¼) Sis recommended to clean and disinfect areas associated with bovine housing 
stabling, hospital quarantine pens, feedJot facilities, and agricultural production equipment: such 
as trucks, water-proof footwear (such as rubber boots), and a~sociated livestock equipment and 
instruments. 

COMPAN10N ANIMALS 

(CONTROLS: Viruses of Canine Parvovirus and Feline cahcivirus; Bacteria of Staphylococcus 
aureus, Streptococcus pyogenes, KlebsieUa pneumoniae, and Pseudomonas aeruginosa. Not 
approved in California/or use against the following organisms: Virnses of Distemper, 
Leptospira canicola, Feline parvovirus, Feline herpes; Fungi of Microsporum canis.] (OPT.) 

[ APPLICATIONS] A 1 % solution of V irkoll® S is recommended as a "one step'' cleaning and 
disinfecting procedure (Remove Gross filth and heavy soil deposits before application of the 
disinfecling/cJcaning solution) for an surfaces, equipment~ instruments utensils and cages 
(caging systems]within [associated with]Veterinary Medical Hospitals, infections disease wards, 
quarantine areas, Humane Society facilities, laboratol)' animal quarter , grooming and boarding 
facihties, kennels, catterie-s and animal transportation vehicles. 

Do not immerse metal objects in Virkon® S for long periods - 10 minutes is maximum contact 
time . 

!USE BY VETERU 1ARIANS IN THE MANAGEMENT OF 
TRICHOPBYTON AND 1\llCROSPORUM 

Virkon ®Sis a broad spectrum antifungal disinfectant against Microsporum canis and 
trichophyton spp. {"'ashing/rinsing the animals hair/coat/fur with a 1:100 dilution of 
Virkon ®Scan reduce the skin challenge due to pathogenic fungal organisms.J(OPT.) 

Only for application to the hair/coat/fur of dogs, cats and horses. (not for use on food 
producing animals). Do not apply to animals less than 12 ,,·eeks of age. Do not re-apply 
more than once per week. 

Prepare a t % solution of Dupont (TM) Virkon (R) Sin clean water. Using a dean sponge 
or cloth, apply Virkon S solution to saturate the coat of the animal, ensure that the 
disinfectant solution is kept out of the animals eyes, ears and respiratory tracts. Leave for 
ten minutes and then rinse the animals coat thoroughly with clean water. If re-treatment is 
necessary, wait at Ic.ast 7 day's.) (OPT). 
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GREENHOUSES AND HORT1CUL TURE 

VirkoJl@ Sis intended to disinfect inanimate e.rrvironmental surfaces: such as floors , walls, 
glasshouse structures, ventilation and other equipment, utensils, trays, and other containers, 
water systems, evaporative coolers, storage rooms, and vehicles in greenhouses and other 
horticultural settings prior to introduction or reintroduction of plants, seeds, or soil. It is not 
intended to directly affect agriculturaJ production and must not be applied to plants, seeds, or 
soil. lf necessary, remove or cover these items prior to use of the product. 

For surfaces and equipment 

1) Sweep and remove all plant debris. se power sprayer to wash all surfaces to remove loose 
dirt. 

2) Use a dilution of 1: I 00 or I .3 oz. Virkon S per gallon of clean water. Use a dilution of l :50 
or 2.6 oz. per gallon of clean water if surfaces that are to be treated have not been pre-cleaned 
v,,jth water to remove organic deposits . 

3) Apply solution with mop, sponge, power sprayer, or fogger to thoroughly wet all surfaces. 

4) Heavy growth of algae or fungi may have to be scrubbed off following application. 

5) Reapply as often as nee.ded for control. 

For clean non-porou surfaces 

Pots, flats, trays: Use a dilution of 1: 100 or 1.3 oz. per gallon of clean water. Soak tools to 
ensure complete coverage. 

Work areas: Sweep and remove all plant debris. Use power sprayer to wash all . urfaces to 
remove loose dirt. Use a dilution of 1: 100 or 1.3 oz. of Virkon S per gallon of clean water. Use 
a dilution of I :50 or 2.6 oz. of Virkon S per gallon of clean water if surfaces that are to be treated 
have not been pre-deaned with water to remove organic deposits. 

For evaporative coolers Not approved use in California:: treat existing algae and slime
contaminated surfaces with a 1: 100 dilution of Virkon S. Treat cooler water every week with a 
dilution <>f 1 :200 or 0.65 oz. of Virkon S for every gallon of cooler water. 

Virkonoo Smay also be used to disinfect irrigation tanks and Jines. Not approved use in 
Californfo: Run a l % solution through the system or soak e.quipment in a 1 % solution. Let 
stand for ten minutes and flush system with clean water after treatment. 

Virkoll® S at 0.5-1 % solution is recommended for use in fogging (wet misting) operation, or as a 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggers according to manufacturer' s use 
directions. Rinse foggers and sprayers with water following use. 
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AQ ACULTURE 
Not approved use in California 

Page 12 

Virko11® S is intended to disinfect inanimate environmental surfaces as. ociate<l with aquaculture 
including vehicles, nets, boots, ,vaders, dive suits, hoses, brushes and other similar equipment. 
Virkonlt> S may also be used in foot dips. Virkonoo S must not be applied directly to water. 

Equipment used in separate sites, tanks, ponds in aquacultural settings should be disinfected 
before each new use by soaking for 20-30 minute · in a 1 % VirkonE S solution followed by a 
water rinse. 

Virko11® S at 0.5-1 % solution is recommended for use in fogging (wet mi ·ting) operations or as a 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) until the area is moist usjng automatic foggers according to manufacturer's use 
directions. Rinse foggers an<l sprayers with water following use. 

EMERGENCY DISEASE CONTROL (ANIMAL HEALTH) 
Nol approved use in California 
CONTROLS: OIE List A Disease organisms including Foot and Mouth Disease Virus African 
Hor ' c Sickness Virus, Vesicular Stomatiti Virus, Classical Swine Fever Virus (Hog Cholera 
Viru '), African Swine Fever Virus, Newcastle Disease Virus, and Highly Pathogenic Avian 
Influenza Virus, Swine Vesicular Di. ease Virus, and Mycoplasma mycoides (Contagious Bovine 
Plcuropneumonia). (OPT.) 

A 1% solution ofVirkonl)i) Sis recommended to clean and disinfect agricultural facilities and 
equipment, military facilities and equipment; auport facilities and equipment, port facilities and 
equipment, rail facilities and equipment, quarantine facilities and equipment, slaughter facilities 
and equipment, and other shipping facilitie and equipment where animals or soils suspected of 
harboring foot and mouth disease virus might have been previou. ly present. 

Within the ·c facilities, treated objects include but are not limited to vehicles, farm equipment 
(including tractors ploughing shares, cars and trucks, farm engines, harvesters loaders, mowers, 
tillers and slaughter machinery), military cquipmc11t (including tanks and troop carriers), and 
shipping equipment (pallets, bins, and containers). 

Spray Virkot}® S al 1 % solution to disinfect and clean walls, ceilings, floors, decks, container 
surfaces, vehicles, wheels, water proof footwear (such as rubber boots) livestock equipment, 
utensils and instruments. 
Do not immerse metal objects in Virkoll® S for long periods - 10 minutes is maximum contact 
time. 
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DISINFECTION LrMITED TO SPECIFIC AND KNOWN DISEASE ORGANISMS 
Not approved use in Califomia 
The instructions above ca11 for use of a l % solution for general disinfection, however, Virkon S 
is effective against the following disease organ.isms at the dilution rates specified below. If the 
threat is known and limited to one ofthe organisms below, Virkon Smay be used at the 
following dilution rates: 

Disease Organism 

PCV2 Virus (PM\1/S) 

Dilution 
rate 

1:200 

Oz./Gal. 

0.7 

USES IN FACIUTIES USED FOR TEMPORARY CONFINEMENT OF ANIMALS 

A 1% solution ofVirkon Sis recommended to clean and disinfect inanimate surfaces associated 
with facilities used for the temporary confinement of animals. Sites may include, but are not 
limited to barns, sheds, stables, pens, cages, and associated access alleys or walkways. Virkon S 
may also be used lo clean and disinfect equipment related to the maintenance of animals found at 
fairs, cxhibjtions, animal auction yards, animal show/boarding facilities, or other similar 
agricultural facilities designed for the temporary housing of animals. 

To ensure that Virkon S does not come in direct contact w1tb animals, feed, or water, remove 
animals from treatment site and either remove or cover feed and water apparatus. To ensure 
preci ·e application on inanimate surfaces, Virkon S may only be applied using hand-held 
sprayers, sponges on other absorbent materials. Do not allow Virkon S to pool on surfaces that 
may be within reach of animals. Do not allow Virkon S to come into direct contact with people. 
Allow Virkon S to completely dry prior to housing animals, using equipment, or allowing people 
to contact treated sjtes . 

INSTITUTIONAL AND SER VICE F AC1L1T1ES 
(HUMAN HEALTH) 

CONTROLS: Human Tmmuno-Deficiency Virus (HIV) Type 1 (on bard, non-porous surfaces), 
Streptococcus pyogenes, Helicobacter pylori, K.lebsiella pneumoniae, Escherichia coli, 
Salmonella typhimurium, Salmonella choleraesuis, Pseudomonas aeruginosa, Staphylococcus 
aureus, StaphyJococcus epidermidis, and Trichophyton menlagrophytes. (OPT.) 

With Virkonz. S, only one product is needed to clean and disinfect all surfaces except acid
sensitive surf aces such as copper, brass or aluminum. Do not use Virkon S on these acid
sensitive surfaces. Avoid plashing Virkotl@ S solution on textUes or carpets. Virkon.it Smay be 
used on carpeting or other textiles only if area is tested for color fastness before use and treated 
area vacuumed when dry. 

Cleaning and Disinfecting Non-Fooc.l Contact Surfaces: Remove gross dirt and use 1.0% 
VirkonF. S solution prepared according to the Dilution Chart below. Apply to surface using a 
mop, sponge, bmshes or spray device until the surface is vjsibly clean. Air dry. In cao;;es of 

f:shared\dupont\virkon s\virkon SCA draft 030805.wpd 72



Page 14 

fungal or viral contamination of non-food contact surfaces, follow these instrnctions substituting 
a 2.0% Virkonot, S solution. 

Sanitizing Toilet Bowls: After flushing, sprinkle l oz. Virko~. S powder around the bowl, scrub 
with a brush, and leave for l O minutes. Flush. 

Cleaning and Disinfecting Manikins sed in CPR Training: Manikins should be cleaned as soon 
as possible at the end of each class to avoid drying of contaminants on surfaces. Disassemble the 
manikin as directed by the manufacturer's in, tructions. Thoroughly wash all internal and 
external surfaces and reusable protective face hields with a brush using a I% Virkon® S 
solution. Let stand for 10 minutes and rinse with potable water. 

Cleaning and Disinfecting Hard, Non-porous Surfaces Suspected ofHlV Type 1 Contamination: 
Cover heavy spillage of body fluids with Virkon~. S powder. Let stand for 10 minutes, and then 
scoop into plm,tic bag. Treat bag and its contents as infectious medical waste. Prepare 2% 
Virkoll® S solution according to the Dilution Chart. Apply to surface to be treated using a mop, 

• sponge, brush or spray device until the surface is visibly clean. Air dry. 

SPECIAL lNSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST *HIV-
1 ON HARD NON-POROUS SURF ACES/OBJECTS SOILED WITH BLOOD/BODY 
FL IDS. 

*Kills HN-1 on pre-cleaned environmental surfaces/objects previously soiled with blood/body 
flujds in health care settings (Hospitals, Nursing Homes, etc.) or other settings in which there is 
an expected likelihood of soiling of hard non-porous surfaces/objects with blood or body fluids, 
and in which the surfaces/objects likely to be soiled with blood or body fluids can be ~ sociated 
with the potential for transmission of Human lnununodeficiency Virus Type l (HIV- I) 
(associated with AIDS). 

PERSONAL PROTECTION: When handling items soiled with blood or body fluids use 
• disposable prote,ctive latex gloves, gm.vns, masks, and eye protection. 

CLEANING PROCEDURES: Blood and other body fluids must be thoroughly cleaned from 
surfaces and objects before applkation of this product 

CONTACT TIME: Allo\.V surface to remain wet for 10 minutes. 

DISPOSAL OF INFECTIOUS MATERV\LS: Blood, body fluids , cleaning materials and 
clothing should be autoclaved and disposed of according to local regulations for infectious waste 
disposal. 
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EMERGEN Y RESPONSE AND ON-SITE C EANUP 

Cover heavy spillage of body fluids wilh Virkon:g, S powder. Let stand for 10 minutes, and then 
scoop into plastic bag. Treat bag and its contents as infectious medical waste. 

Prepare 2% Virkon)!; S solution according to tbe Dilution Chart. Apply 10 surface lo be treated 
using a mop, sponge, bmsh or pray device until the surface is visib ly dean. Air dry. 

STORAGE AND DISPOSAL 
STORAG : Store in a cool, dry place in tight]y clo ed container away from children. Always 
replace lid after use. 
DISPOSAL: Wash empty container thoroughly and dispose in trash. Do not mix this product 
with other chemicals . 
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SUBJECT: MOO with E:PA regardirg mutual responsibilities under FFOCA and 
F!FRA (Fm-225-73-8010). 

Between '!he 

u. s. (EPARI'MENI' CF nEAil1'a I EOOCATION AND WELFARE 
FCXD AND OOil'.i ArMINI.S.I'AATICN 

Feorganization Plan ~. 3 of 1970 published j,.n the Feder:al -~iste:r: . of 
Cctot.).er 6, 1970, stated in section 2, paragraph (4) that tbetiliict1ons 
vested in the Secretary of Bealth, Education and Welfare of ·establishing 
tolerances for pesticide chemicals under the Federal Food, r:ru;, and 
Cosmetic Act, as amended, 21 u.s.c. 346, 346a, and 348, 'Ne.!e transferred to 
the Adninistrator of the Enviromiental Protection Jli;jency effective December 
2, 1970. After considering all of the various i;:esticide uses which have 
been subject to petition procedures under these three sections, and cer1:ain 
other r;esticide uses subject ooth to the Federal Insecticide, ~icide, and 
Rodcnticide Act, 731 u.s.c. 35, arrl to the Federal Food, r:ru;, and Cosnetic 
Act, the Mninistrator of the · Environmental Protection h:]ency and the 
Secretary of Heal th, Education and Welfare have concluded that this 
agreement is needed to provide for the c:xxn:d.ination of c¥:tivities i;ertainin; 
to ~sticides am to inform aJ.l concerned as to which agency will prncess 
the p:sticiae p:titions for each type of use. 

Reorganization Plan fu. 3 also transfe~red to the Mninistrator of the 
Environmental Protect:ion Agency the functions of the Secretary of 
Agriculture under tr.e Feder al Insecticide, f'urg icide, and- lbdenticide Act. 
'lliere· a.re certain products which are subject to the requirements of ooth the 
Federal Food, Dn. .. -g, and .Cosmetic .Act { FFCCA) and the Federal Insecticide, 
Fungicide, and Rodenticide Act (FIFRA) • In the past, confusion, · 
misunderst.arrli03 an::l incornenience have resulted £ran procedures followed in 
c:mnection with the prop::,sed marketing of such products. '!he Administrator 
of the Envirormental Protection "Pgercy {EPA) anc1 the Secretary of Heal th, 

---c,,,,,,----------~--- ---------------ua~e: 10/01/80 PAGE 1 

LlSU I G OFF ICE. : EDRO, Di vision of Field Regu latory Guidance 
.- u n ,0R 1YY : Associate Comm issio'*r for Regulatory Affairt 
I;) . · I 

75



• 

• 

__________ c::-,.._.._, _____ -"-'=-:--" 
GUIDE I~] 

Erlucation, and Welfare are agreed that a new procedure should be followed 
'Whereby the manufacturer would l:e informed: 

(1) of the a;iency e:xercis ing primary jurisdiction regarding his 
product, 

(2) that the matter will be referred to the other ~ency fur 
decision under the law of that agency, and 

(3) that approval for marketing the product \tl.11 not be granted 
unless or until each agency has apprOV'ed the marketi.rg under 
its respective authority • 

'Ibis matter was the subject of a pro?)sed statenent of general i;olicy and 
interpretation p..iblished in the Federal ~ister on ~ust 5, 1970. 

There are other procedures which should be estab~ished in order to · 
facilitate the handlir.g of matters -which are of direct concem to both 
Agencies. 'lhese matters involve issuance of regulations under section 406 
of the fFOCA, establishnent of reference standards, exchan;e of information 
on certain programs, ~re€ments :with .· States and foreign countries on 
surveillance arrl enforcement activities on pesticide residues in food and 
publication of the Pesticide Analytical Manual. · · · 

'Ihe term "pesticide chenical" is defined in section 201 (q) of the Federal 
Food, Crt.r.3, and Cosmetic Act as a substance which is a •pesticide" *** under 
the Federal Insecticide, Fun; icide, and lbdenticide Act and which is used in 
the production, storage, or transp:>rtation of raw cgricultural. canrodities. 
Pesticides used on food crops before or after harvest and on food animls are 
incl u:3ed in this category. Pesticides used on or concentratin:; in processed 
foods are treated in the Federal Food, Dru;, and Cosmetic Act as food 
additives rather than pesticide chenicals. 

Both agenc~es agree that: 

Date: 
t~? o 

1. The following petitions will be processed by the 
Envirorrnental Protection Agency: 

a. Petitions requesting tolerances or exemption from 
tolerances for residues of pesticide chemicals ort raw 
a;rricultural ccmnodities. 

b. Petitions for food a~Ji tive regulations required for 
residues of pesticide chemicals carrying over and 
concentrating in processed foods manufactured from 
treated ra~ a;1ricultural cx:irarodities. 

10/01/80 PAGE 2 
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c. Petitions for regulations for residues of pest~ciaes 
fran direct treatment of processed foods with funigamts 
or insecticides. 

d. Petitions for food additive regulations to E);L11\it the 
safe use of pesticides to impregnate food- packagin:; 
materials such as wrappers or bags to protect raw 
agricultural comoodities fran any pest or to protect 
processed foods from insects. 

2. 'Ihe followin:; petitions will t:e processed by Fr:A: 

a. Petitions for food additive regulations to permit use 
of sanitizers on food-cont.a.ct surfaces . 

b. Petitions for food additive regulations to pennit the 
safe use of pasticides as preservatives in processed 
food. 

c. Patitions for food additive regulations to i:;ermit the 
safe use of pesticides in food packaging material when 
such use is r.ot covered by l.d. · 

3a Afplications for approval of drugs under FFOCA at'id for 
registration of pesticides under FIFRA will be processed as 
follows: 

a. va:ienever a product is subnittea to either FD\ or EPA 
for apprOl!al and it is believed by either a:Jency that 
the product is subject to the requirements of l:oth the 

-F'POCA and ~e FIFR4, an interagency determination will 
be made ana an a;Jteertent reached with respect to (1) 
whether the product is subject to the requirements of 
the FFOCA and F!FRA, ( 2) whether particular claims are 
f)lpesticide" or "drug" claims and (3) whether the 
representations · made for the product, inciud ing the 
implications to be drawn therefrom, are primarily 
"p;sticide" or "drU:I" representations. 

b. Whenever applicatioo is made to EPA for registration of 
a product that i s b::>th a drl.)3 and a pesticide and 
detenninatipn has been made that the principal claims 
or representations relate to a pesticide, EPA will 
withhold registration of the product under Pl.FAA until 
it has been informed by Ft'A that the product canplies 
with the provisions of the laws ac:hinistered by FD/\ . 

-~.oo.o,c,,,,...ca-o=,a, .. _w..___, __ "' _ _,,s;::- ..:.·-----,:;;&...,.,,.,.-.,..., __ __. .. ,-..,,, __ . ..,-=...,,..,..'°"r""•=n~--~,o.,.._,. --:::-:,- .: 1 
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c. wnenever application is made to F'D\ for approval of a 
product that is both a drllg and a pesticide and 
determination has been made that the principal claims 
or representations re1:~t.e to a dru;, Fm will 11ot 
awrove a new drug application, a new animal drt>3 
awlication or an antibiotic applicat ion without first 
being advised by EPA that the claims or representations 
subject to the provisions of the FIFAA are warranted 
and that the product is eligible for registration under 
that act. 

d. Whenever application is made to EPA for the 
reg ist ratfon of a product that is both a dru:; and a 
pes ticide ana determination has been made that the 
principal claims or representations relate to a drU'J, 
the matter will be re~erred by EPA to Fm and the 
matter will thereafter te handled as if the awlication 
had teen originally made to FDA. 

e. Whenever aP9lication is made to FD!\ for approval of 
a product that is both .a pesticide and a dru; end 
determination has bee.n made that the principal claims 
or representations relate to a pesticide, the matter 
will te referred by Fm t.o EPA and the matter will 
thereafter be handled as if the application had been 
originally made to EPA. 

f. N:aither a;Jency will approve the marketing of a product 
under the law aaninistered by it if the product -.,,ould 
not be in full canpliance with the requirements of a 
law aaninistered by the other~ 

lUI'E: Tne following paragraphs (g thru n} were added 
by amendnent effective Au.Just 28, 1973. 

g. sutxn.issions for approval will be to the agency having 
primary jurisdiction in the fonnat required by that 
~ency which will be considered acceptable by the other 
agency in lieu of that normally required. wnere 
specific requirements of the two agencies conflict in 
matters such as manufacturing, formulation, and 
labeling, the requirements of t he agency of primary 
jurisdiction will apply. 

~ .~...,.,,._ ___ ._.c:;,.. -~·~-= ,-,-;:i..,.;_.,_ ...,,.,.,.,.,..,,..._,..,,,....~~.».::)l;.;ft:W:: :uo . ~ -.:;a;a,:=.,;.c-=-:.;c,.--oc,;:,,,._:=-""or..,...,._....,"'-
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...... ...u -·-
h. '!he application of a product for any of, but rot 

necessarily 1 united to, the uses listed below is 
considered to be t:cth ·a human drUJ and a ~sticide. 
'lbe ~~ for primary jurisdiction regardifJ3 such 
products will be FCA and secondarily EPA .. 

i) P-ediculicides cmd scabicides intended to 
control parasites on humans. 

ii) Products intended to relieve the effect of 
insect bites on humans 'Ahich also claim to 
repel the insects causirq such bites. 

iii) Products intended to prevent diaper rash by 
treatment of diapers. 

iv) E\lng icides for hLnn.an use, i.e., athlete's 
foot which also claim to destroy such fun.3us 
on inanimate objects. 

i. '1he awlication of a product for any of, but not 
necessarily 1-imited to, the uses listed below is 
considered to be both a pesticide and hl!llan drU.:J. 'file 
agency for pcunary jurisdiction regarding such prodocts 
will t:e EPA and secondarily FD/L 

j. 

Disinfectants and sanitizers intended for use 
en inanimate objects but includir13 claims for 
use on humans. 

C.ertain pesticides subject to the laws administered by 
EPA are also deemed to be animal drt.)3S and Subject to 
the laws crlministered by ~ under, but rot necessarily 
limited to, the followirq conditions: 

i) Products for oral administration such · as 
tablets, boluses, drinking water 
preparations, medicated blocks, and medicated 
feeds, includiil':J liquid feeds and supplements 
(these oo not apply to articles solely for 
the control of fecal breedif13 flies, nor 
solely for sanitizing the drinkiog water of 
animals). 

ii) Products administered parenterallye 
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.iii) Products ~-tiich are absorbed throu;rh the skin 
surface as in MYvviactic ma.me corrlitions. 

iv) Products introduced . into wound or · body 
openings, except for screwworms control, 
iJ1clooin3 · application to tha ear canal, for 
the control of ear mitesr sllCh coooitions 
often require supp:,rtive treatment .. 

v) Prodµcts applied topically for their systenic 
action in an animal • 

1:1"2 awlication of a pesticide for any of the uses 
listed relot1 · is considered to be ooth an animal drUJ 
arrl a pesticide. '.Ihe c.qen:;y for primary jurisdiction 
regarding such· articie.s will be Fm, except in those 
cases where tpe dru; qse . is regarded as oot a new 
animal drug o 1n this event, since FDA has no · 
preclearance requirements for prcx:lucts 8l cons~dered, 
the submission for registration -will be to EPA .. 
!bwever, the pr9duc:t will not l::e registered until EPA 
has been ootified by Fm that the product is in 
canpliap.ce with the requirements of th! F?OCA... 

i} Treat;me:qts for control of horse oots. 
i-i.) Treatments that are aaninistered orally or 

par~terally tor control of cattie qrubso 

iii) Treatments for control of demooectic marige 
mi~s. 

iv) Treatments · th.at are administered orally or 
parentera).J.y for control of fleas (or other 
external parasites). 

v) Treatments for control of ear mites o 

vi) Treatments for control of tick.s if the 
product labelin;1 includes claims for control 
of ear mites •. 

vii) Aquatic treatments intended to control 
parasites and/or disease of fish in ponds or 
aquariums. 

.. lj 

Date: 10/01/80 
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viii) Animal dr .inldng water treatments with direct 
or i.mpl ied claims for control of animal 
parasites or disea:ses. 

ix) !my other product with a mode of action 
similar to that under j. 

1. The ai;plication of a pesticide for any of the uses 
listed below will be regarded solely as a pesticide 
usage except where it has an action described in j, in 
~ich case it is considered to be ooth an an.unal dru; 
and a pesticide. In these cases, the ~ency for 
pr .unary jurisdiction will be EPA. 

i) 

ii) 

Treabnent.s that are ad.ninistered topically 
for central of cattle grubs ~ich inclooe 
awlication by spray, dip, p:,ur-on, 5p:>t-on, 
back rubber or dust. 

Treabnents for control of screwWans that 
are admu{istered topically 

iii) Treatments for control of wool maggots that 
are administered topically.. 

iv) Treatments for control of horn fly or face 
fly that are administered topically. 

V) Treatments for · control of sarcoptic, 
psoroptic, and cix:,rioptic mange mites that 
are adninistered topically. 

vi) Treatments that are administered topically, 
for control of ticks except as listed in item 
k •. (vi} • 

vii) Treatments for control of sheep keds that are 
adninistered topically. 

viii)Treatments for control of fleas that are 
aaninistered topically. 

ix) Treabnents that are administered orally 
solely for control of horn fly and/or face 
fly in cattle manure. 

J 

___ ,_c:, _________ ,,_ __ _..,r ___ _,,_,,,~-------:::::---.,---0,-::;::ar..,--=-"°"""'"'"" ____ _ 
Date: 
ld?.5 
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X) Aquatic treatments of ponds or aquariums 
solely for control of algae or bacterial 
slime and any other aquatic treatments solely 
for pest control which cb not include claims 
for oontrol of parasites or diseases of fish. 

xi) Sanitizers intended to sanitize aquarit.nn 
equi?nent. 

xii) Sanitizers applied to inanimate surfaces 
and/or in dr inkin; water: of animals that do 
not include any direct or i.mpl ied claims · to 
control disease • 

m. If a product that is subject to joint jurisdiction is 
deemed to te either a new hl.X!lan or animal dru;J, prior 
t:D registration by EPA, it must re in full a:mpliance 
with the requirements for FDA apprwal of a new drll:J 
application, to include -publication . of its approval. 
where required by the FFOC.i\ (i.e., new animal drt1:1) , . 
regardless· ·of the a;ency of primary jurisdiction. 

n. If a manufacturer proposiaj a new .product is unable to 
determine the agency of primary jurisdiction, a 
presutrnission inquiry may be sul:mitted to either 
agency. Fm and EPA will jointly consider ti1e inquiry 
an:1 advise the manufacturer of their conclusions in 
this matter. 

4. If the p:>isonous or deleterious substance referred to in 
secti on 406 of the Feder al Food, I'.XUJ, and Cos-11etic Act is 
present in food primar~ly as a result of its use as a 
pesticide chemical, or a pesticide, any regulation 
establishing a tolerance for such substance in food will be 
pranulgated by the Environ:nental Protectioo F>qency. 'Any 
other regulations under section 406 will t::e pranulgated by 
FOi\. 

5. EPA will have pr ilnary resp:msibil i ty for maintenance of an 
analytical reference standards rep:>sitory of pesticides for 
which tolerances are established. Fm will transfer to EPA 
trose samples which have been prepared for this pur!X)se. 
Upon r equest, portions of these samples will be made 
~ailable to the F!lll. and local enforcement authorities as 
needed for use in official analysis • 
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6. Each ~ency will aE?£X)int an individual and alternates \oiho 
shall be responsible for inter agency cooper at ion and 
coordination. 

a. 'lhese representatives·, with staff supp:Jrt as desired, 
shall meet regularly on a mutually agreeable schedule 
to disr:uss program and p::>licy coordination and t.o 
establish operatin;J pi:ocedures between the agencies o 
Primary functions of the representatives are: 

i) '.Ib assure adherence to the general provisions 
of paragraphs 1-4 above, inclusive; 

ii) 'lb pranote mutual concurrence on chenical, 
toxicologic, and -pharmacolog ic requir enents 
for pesticide tolerances; 

iii) To provide for ccxnplete and timely exchange 
of information concerning proposed 
tolerances, administrative guidelines, 
metlXJdol~y, research programs, monitorin;Jg 
surveillance and enfore!ement programs, and 
legal actioo; 

iv) To provide that FDA will continue 
responsibility for agreements with States and 
foreign countries on surveillance and 
enforcement activities on pesticide residues 
in food; 

v} To provide that where the official U.S. 
delegate t-..o international organizations is 
either EPA or Fm this will not automatically 
preclude representation by ·the other agency~ 

vi) 'l'o provide that publication of FDA's 
Pesticide Analytical Manual for residues in 
foods and other environmental substrates will 
be continued as a joint FD\-EPA sponsorship 
under editoral management consisting of 
representatives of both agencies. 

bo Issues arising out of the aoove provisions ,,,hich are 
not resolved after t'i.O regularly scheduled meeti~s 
shall be subnitted through the organizational structure 
of each agency for resolution . 
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c. Agency representatives may propose additional 
agreements concernin; these and other matters affectin; 
int.eragency coordination and cooperation on the health 
aspects of pesticides arrl their residues in food and 
drugs o . 'Itiese pro?)sals may be jointly approved by the 
Ceputy Assistant Adninistrator for Pesticides Prograns 
E'PA, and the Commissioner of Food and Dru:;s, Sffi. 

For the ~par!:Jnent of Bealth, Education and Welfare: 

J ., G. Veneman 
Acting Secretary 
Jtme 17, 1971 • 

Char.les c. Edwards, 
Coromiss ioner 
May ll, 1971. 

For the EnvironmeJl.tal Protection Jlgency: 

William D. Ruckelst"l..aus 
Administrator · 
September 4, 1971 • . 

Effective date : '!his a:Jreement became effective on N::)vanber 10, 1971. 

}OI'Et This MemorandLin of p,greement was published in the Federal Register of 
~nbec 22, 1971 and was amended effective August 28, 1973. ftie amencinents 
have been includ~ in the document as printed above and consisted of: 

L the addition of paragraphs g.. thru n. under Item 3 to 
further detail each agency's responsibilities on the 
regulation of drugs and pesticides and, · 

2. the substitution of the word 'llpesticide" for the term 
"economic p:,ison" wherever it appears in the agreement in 
order to make the agreement canpatible with the amenanent of 
the FIFRA (86 Stat. 973). 

~ -='eGJl:=~OC..----,.._..--,::,,-..;:;::-ca:~,n--Ti.,..:,C:.:,,-.-==-=--_,__,:,,,_,G:,.n<:W:,.W..--=-: ~""-UC::,C-,.;;,;_, ____ :nc,oa:..c __ ,,_, __ _ 
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TASK ASSIGNMENT FORM 
Antimicrobial Division/Regulatory Management Branch II 

A Completed by Product Manager 

PRODUCT REVIEWER c;;k,v-c1 >r-- RMB II TEAM 34 

- - u Description of Action : EPA File Symbol/Reg No. 

·7 I~,, c_-~ - ~ 
Decision No. 8 /p /{) ~ q I Submission No. S- 1l416 8 I - , , 

Fee for Service Action Code: 

FOPA Action Code: ~jL l,..Non-FOPA Action Code: PRIA FEE AMOUNT: 
... • . ,,, .. . : . .. :·}./.> . ~ · . .. \ . 

~· ·•. . 
;,....,. 

"MONTH {._ ......... t DAY .' . . ~} -· YEAR· --..•• · . . • •. :·-c::;:-. \;;;,; .. ,. '<~.),{ ' 
( ·. •' ·-·-·· .... ··- •', - ,. - ' 

APPLICATION DATE September 2-1/ 2005 

*PIN DATE September -iu 2005 

EWER ASSIGNED DA TE October OL/- 2005 

DATE EXTENDED ' 
DA TE DUE TO PM 

ryATEDUEOUTOFAGENCY 2005 

Type of PSB Product PSB Acute PSB RASSB RASSB RASSB RASSB 
Data: Chemistry Toxicology Efficacy Environmental Ecological Chronic Exposure 

Fate Effects Toxicology 

COMMENTS: NOTE TO ARCTIC SLOPE - PLEASE COMPLETE PART B OF FORM • /(/Offt Cu +l'J V) 

I A TT ACHM.l;_fff.$: 0-LABELING 0-CSF(S} 0-DATA 0-0THERS I 
~II For Arctic Slope Contract Only I 
j Contractor: Arctic Slope I Contract No.: 0411 Ill ARCnc SLOPE/MANAGER I 
Draft Task: Signature Final jTask: Signature ~W 

(Est. hrs) , ~ (Total hrs) 
I ,, 

EJ Reviewer's Comments: 

DATE FEE PAID: RESPONSE cooe{1 RESPONSE DATE: trJ/ttt/4t{ 
, 

I I 
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UNITED STJ.TES £NV1ROHMEt&TAL PROTECTION AGENCY 

UNITED STATES ENVIRQNMENT AL P.ROTECTION AGENCY 
'\Vasbington, D.C. 20460 

October 26, 2005 

Thomas C. McEntee 
Product Registration Manager 
Dupont Chemical Solutions Enterprise 
Barley Mill Plaza 

Dl'FICE OF 
PREVENTION, PEST1C1DES 

AND TOXIC SUBSTANCES 

• 
4417 Lancaster Plaza 
Wilmington, DE 19805 

Subject: Virkon® S 
EPA Registration No. 71654-6 
Application Date: Se.ptember 29, 2005 
EPA Received Date: September 30, 2005 

Dear Mr. McEntee: 

This acknowledges receipt of your notification. submitted under the provision of PR Notice 

98-10, FIFRA sectfon 3(c)9. 

Proposed Notification 

•· Alternate Bran<l Name "DuPontTM Virkon® Aquatic Disinfectant and Virucide'' 

SYMBOL 

DATE 

General Comments 

Based on a review of the material submitted, the following comments apply: 

The notification application is acceptable. A copy has been inserted in your file for future 

reference. 

· Should you have any questions or comments concerning this letter, please contact me at' 

703-308-6422. 

................ ······-········ 
. _ ..................................... . .................. ................. ...... ·-······· ................. 

................. 
................... . 

EPA F0ffll 13~1A (1.00) 
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September 29, 2005 

Document Processing Desk 
Antimicrobials Division (751 OC) 

TRANSMITI AL LETTER 

US Environmental Protection Agency 
Office of Pesticide Programs 
Mr. Adam Heyward (PM34) 
Room 266A, Crystal Mall #2 
1801 S. Bell Street 
Arlington, VA 22202-450 l 

Reference: Virkon ® S 
EPA Registration No. 71 654-6 

Dear .Mr. Heyward, 

Please find the attached application form 8570-1 for notification of the alternate brand 
name: 

DuPont TM Virkon ® Aquatic Disinfectant and Virucide 

This notification is consistent with the provisions of PR Notice 98-10 and EPA regulation 
at 40 CFR 152.46, and no other changes have been made to the labeling or the 

confidential statement of formula for the product. I understand that it is a violation of 18 
USC Sec. l 001 to willfully make any false statements to EPA. I further understand that if 
this notification is not consistent with the terms of PR Notice 98-19 and 40 CFR 152.46 
this product may be in violation ofFIFRA and I may be subject to enforcement action 
and penalties under sections 12 and 14 of FlFRA. 

Should you have any questions, feel free to call. 

Sincerely, 

~ 
Thomas C. McEntee 
Product Registration Manager 
Thomas. C..McEntee@usa.dupont.com 
Dupont Chemical Solutions Enterprise 
Barley Mill Plaz.a P. 0. Box 80023 
441 7 Lancaster Pike 
Wilmington, DE l 9805 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
• • • • • • •••• 

• 
• • • • • •• •• 
•••• • • •••• 

• 
•••• • • •••• 
• ••• • • • •• • 
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[~L~ refJfi ir~ructions on reverse before completing form. Fom1 Approve<l. 0MB No 2070-0060 

United Stat .. 0 Registration OPP ldontifi,t Number 

&EPA Environmental Protection Agency bJ Amendment 
WnhtngtOfl, DC 20460 Other 

Application for Pesticide - Section I 
1. Comp•nv/f>foduct Numbe1 2.. EPA Prod~t Menagor 3. P1~1ed ctenif1enon 

71654-6 Adam Heyward r;J None LJ RMVictecl 
4 . Company/Product (N!WM) PMI 
Virkon (R) S 34 

5. Nome and Aodress of Appli06llt llncludtt ZIP Cott.I 6. Expedited Reveiw. In accordance wi1h FIFRA Section 3(cl(3) 

E.1.du pont de Nemours & Company {b)Hl, my product is simU r o, identical in composition and labeling 
Dupont Chemical Solutions Enterprise, P. 0. Box 80023 to: 
Wilmington, DE 19880-0023 EPA Reg. No. 

D C/J•cJc II thi$ i$ • ,,"* •dtbll$S Product Name 

Section - II 

LJ Al!'lendmeitt • Explain botow. LJ Rn.t prin.ted lol>ei1t i1l ce~onH to 
Age.ncy letter d•t&d 

I Roaubmlssk>n in rospon$a to Agency r.ner doted D • Me i oo" Appfioation. 

Notification • Explain IHlow. D Olher - £xpleln bot.ow, 

Explanation: Uso lidditionel paoe(sl if n.e~asery. (for n c tion 1 ond Seetion II.) 

Notlficalion o1 Alternate Brand Name per PR Notice 98-1 O DuPonl (TM} Virkoo (R) Aqua.Ile Disinfectant and Vi uclde 

• Thls notification is cons;stenl with the provis;Qns of PR Noijce 98-10 and EPA regu\alion s-al 40 CFR 152.46, and no other changes have been macle to the labeling or the 
confidential statement of Comiula for the product. I nUd8fstand that it is a vio allon of 18 USC Sec. 1001 to willfu'lly make any ra.',sc statements to EPA. t furhter understnad 
that if lhis notillcatioo is no! oons;.stent with the tenns of PR Nolice 98-19 and 40 CFR 152.46, this product may be lnv'!olation of FJFRA and I may be subject to 

' 
enforcement 11elion and penalties under sections 12 and 14 of FJFRA 

Section - Ill 
1. Me~ Ttw. Product Wlfl le Pac:h_ged In: 

Chlld-Re-ststam P1Jekagiog Unit Pack.egirtg W•te, Solubl~ Peok.11.g,ng 2, Tw>a af Conlainef 

dN: lJ Yes B Yoa ~-! I No No 
Pl.Uc 

.___J Gius 

• c..rtif',cation must 
It ·vos· No.peer lf ·Yo&• No. p191' Paper 
tlni.t Pacbging wgt. contemar Package WIJt 0.0-ntainer Other (Specify! 

$Ubmiti«J 
I 

3. Loc.etlon of Net Conttmt• lnfom,.ation 4. Sizefs) Reteil Conteiner I S. location of Lebel OirectioM 

X Leb•I I ! Conte!n•r 10 lb., 11b., 9 oz. ~ 
6 . Menn.r in Which label is Affiud to Product LJ Uthog1oph LJ Other Pap•r.f.:rd 

St•nc: «t 

Section - IV 
1. Conteet Pornt /Comp/et• itMm dir•c/Jy l>lllow for id•ntific11tion of ifl<Jflfl'du# kt b• cor,~ctvd, If n~, to />fVCO.U thi# ltPPficct/!m./ . 
Nffll• Title Tfdllf)hone No.(~ Area Code) 

Thomas C. McEntee Product Registration Manager 302 992 irn: 
Certification •••••• 8. Dot• Appioatton 

• • • R~wd. I certify th,t the stet*T!lonts I have mede on this form and ell ettaehmonts thereto 0,11 ttue, ac:curm end c:or11plete. • • • • I ac:lcnowladge that any k.now1inglly false or misleading statlNTl nt Mey b, pulllsheb\e by line Of imprisonment~.••• fStamped) 
both under IIJ)plicabh1 law. • •• • ••• • • 

1- ~ 
3 . T'rtl• ••• •••• 

~ 
• r1,, ~ Product Registration Man·ager . . • • • • •• 

4 . TYPe<f Name S. Date • I • 

Thomas C. McEntee Septemer 29, 2005 • • ; 

•• • 

EPA F«m 8570· l ff\ev . 3-941 Prellious edltiont are obsolete. Wt1ha - EPA Fla Copy turioinal} 
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RISK ASSIGNMENT FORM 
Antimicrobial Division/Regulatory Management Branch II 

A Completed by Product Manager 

PRODUCT REVIEWER Sherri Gray RMB_..,_,11 _ _ TEAM 34 

Description of Action: EPA File Symbol/Reg No. 

71654-6 

Decision No.36/J.f~Z I Submission No. 1//1 ,;_~ I Fee for Service Action Code: 

FQPA Action Code: 332 
.•, ·,· .... 

•.,· 

·.: :: ··:;.-\\r: ·.· 
APPLICATION DA TE 

EPA PIN DATE 

REVIEWER ASSIGNED DATE . E DUE FROM SCIENCE 

DA TE DUE TO PM 

DA TE DUE OUT OF AGENCY 

Non-FQPA Action Code: 

MONTH 

October 

October 

Octobe r 

November 

Type of 
D(lta: 

PSB Product PSB Acute PSB 
Efficacy Chemistry Toxicology 

. •' 

PRIA FEE AMOUNT: 

1 1 

13 

17 

7 

RAS SB RAS SB 
Environmental Ecological 
Fate Effects 

YEAR , . 

2005 

2005 

2005 

2005 

RASSB 
Chronic 
Toxicology 

COMMENTS: NOTE TO ARCTIC SLOPE - PLEASE COMPLETE PART 8 OF FORM 

• 

RASSB 
Exposure 

!ATTACHMENTS: 0-LABELING 0-CSF(S) 0-DATA a-OTHERS I 
[i]l For Arctic Slope Contract Only 

I Contractor: Arctic Slope ! I Contract No.: 0411 11 ARCTIC SLOPE/MANAGER 

Draft Task: Signature 
(Est . hrs) 

Final Task: Signature tJ )-, _ ........,. _______ _ 
' , $ (Total hrs) >- L' EJ Reviewer's Comments: 

DATE FEE PAID: RESPONSE CODE:J)__ RESPONSE DATE:_Ai~ f, Ill< 
, , 
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UNITED STATES ENV1RONME1'TAL PROTECTION AGENCY 

UNITED STATES ENVIRONMENTAi,., PROTECTION AGENCY 
\Vasbington, D.C. 20460 

October 26, 2005 

Thomas C. McEntee 
Product Registration Manager 
Dupont Chemical Solutions Enterprise 

Barley Mill Plaza 
4417 Lancaster Plaza 
Wilmington, DE 19805 

S-ubject: Vjrkon® S 
EPA Registration No. 71654-6 
Application Date: October ·11, 2005 
EPA Received Date: October 13, 2005 

Dear Mr. McEntee: 

OFFICE OF 
PREVEMTirnl, PESTICIDES 

AijO 10XIC SUBSTANCES 

This acknowledges receipt of your notification, submitted under the provision of PR Notice 

· 98-10, F1FRA section 3(c)9. 

Proposed Notification 

•· Alternate Brand Name ''DuPontTM Trifectant® Broad Spectrum Disinfectant'' 

SYN80L 

DAT& 

General Comments 

Based on a review of the material submitted, the following comments apply: 

The notification application is acceptable. A copy has been inserted in your file for future 

reference. 

· Should you have any questions or comments concerning this letter, please contact me at 
703-308-6422. 

................ . ......... ....... 
................. ................ . .................................... 

E~ F-otm 1320-tA (1/90) 
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([@DID? 
DuPonl Chemical Solutions Enterprise 

TRANSMITI AL LETIER 

October 11 , 2005 

Document Processing Desk (NOTIF) 
Antimicrobials Division (7510C) 
US Environmental Protection Agency 
Office of Pesticide Programs 
Mr. Adam Heyward {PM34) 
Room 266A, Crystal Mall #2 
1801 S. Bell Street 
Arlington, VA 22202-4501 

Reference: Virkon ® S 
EPA Registration No. 71654-6 

Dear Mr. Heyward, 

DuPon Chem.cal Solul,ons Enwrprrse 
P 0 . aox80023 
Wilm,r,gton, O:' 1988C.J.."-023 

Please find the attached application form 8570-1 for notification of the alternate brand 
name: 

DuPont ™ trifectant ® Broad Spectrum Disinfectant 

This notification is consistent with the provisions of PR Notice 98-10 and EPA 
regulations at 40 CFR 152.46, and no other changes have been made to the labeling or 
the confidential statement of formula for the product. I understand that it is a violation 
of 18 USC Sec. 1001 to willfully make any false statements to EPA I further understand 
that if this notification is not consistent with the terms of PR Notice 98-19 and 40 CFR 
152.46, this product may be in violation of FIFRA and I may be subject to enforcement 
action and penalties under sections 12 and 14 of FIFRA. 

Should you have any questions, feel free to call . 

Sincerely, 

;;;~( ~ -IA!::: 
Thomas C. McEntee 
Product Registration Manager 
Thomas.C.McEntee@usa.dupont.com 
Dupont Chemical Solutions Enterprise 
Bartey Mill Plaza, P. 0. Box 80023 
4417 Lancaster Pike 
Wilmington, DE 19805 

E l. du Pont ce Nemours and Company 

• • •••••• • 
•••• • • •••• 

• • • • • • • • • • • • • • •••••• •••••• • • • • • • • • • • ••••• • ••• • • • • • • • • 
•••• • • •••• 
• ••• • • • •• • 

91



, ---------

·[5), . 
t-'/138S9 read instructions 0/1 'reverse before completing form. Form Approved. 0MB No. 2070-0060 

United State• § Registration 
OPP Identifier Num,eJ 

&EPA Environmental Protection Agency Amendment 
WHhi,igton, DC 20460 Other 

Application for Pesticide - Section I 
l. Company/Product Numb•r 2. E.PA Product Manager 3 , Propo.od Clastitication 

71654-6 Adam Heyward r~] None LJ Rfftricted 
4. Comc,any,Product (Nemo) ,,Ml 
Virkon (R) S 34 

S. Name aod Addrou of Applicant (Jnclud, ZIP Cod11J 6. Expedited Reveiw. In accordance with ffFRA Section 3fc)(31 

E.t.du pont de Nemours & Company (bHil, my product is similar or identical in composition and labeling 
Dupont Chemical Solutions Enterprise, P. 0 . Box 80023 to: 
Wilmington, DE 19880--0023 EPA Reg. No. 

D Ch•cJc if rhis i:t • n11w 11ddrus Product Name 

Section - fl 

LJ Amondment - ExpJ~n below. LJ Anti! printed lab11t11 in rep.on,o to 
Ag-•ncv letter dated 

11 Re.,ubmi11.ion in response to Agancy lettM doted D -Me Too· Application, 

Notlftcation · f)q:)tain below. D Other · E"l(plelt\ below. 

Explanation: Use additional pag.e{sl lf n,,c o!lsary. (For s~tlon I and Section 11,l 

Notification of Alternate Brand Name per PR Notice 98-10 DuPont (TMJ trifeciant (R) Broad Spectrum Dis!nfec.tant 

This notificalion ls c:onsislcnt with the provisions of PR Notice 98-10 and EPA regulation sat 40 CFR 152.46, and no other ctianges have been made to the labeling or the 
confidential statement of fO!ll'\ula for the product. I nudersland lhal it is a violation of 18 USC Sec. 1001 to willfully make any false statements to EPA.. I ruthter understnad 
th.at if this noli!lcation is not consistent with !he terms of PR Notice !IB-19 and 40 CFR 152.46, this product may be irwiolation of FIFRA and I may be subject to 
enforcement action and penalties under seclkms 12 and 14 of FIFRA 

Section - Ill 
1. Ma...W Tfue Product Wilt le PecbG" In: 

Ch,16-Rttist.11111 P aclulging Untl Pack.«Qll)Q Wot•t S<liubla Packaging 2 . Typ,e of Conteinar 

~ lJ Yes B Y89 Yes ~-Pfaltlc 
uNo '_j No No Glen ·- Paf)ar 

• c.tification mu$( 
If ·ves· No . per If •yM• No . p~ 
Unit Pochging woi, conteioer Peck• wgt C91'1tal.Mr Othar (Specify) 

1ubmitttld 
I 

3 . Lacation of Net Contents lnformet!on 4- Size l•J Retail Co1tt.iner l Sf ~Cron of t.>al OirectioM 

X Lebel l I Cont•n•r 10 lb ., 11b., 9 oz. 
&. Mllnoer in Which Label is Affiir.ed to Product LJ U1hograph LJ OU-

Paper f.::od 
Stene;-

Section - IV 
1. Contact Po.int (Ct:Tmplllt, items drr•ctly IHk>w for id"fl(ification of individu., to~ cont«t..ei, if m,cn$-,Y, ti> proceu this -,,Pli.t111tion.l 

Name Titlo Telephone No. J~~\ Area Code) 

Thomas C. McEntee Product Registration Manager 302 992 3771 

CertW.cation 8. Pin. -'"IOAdion 

I cortifv that the statements I have made on tlu1o f<>ffl'I and all •ttechmimts thereto ete ttue. accurate 9lld o~tff • Reclli'ye<f 

I ac!cnowledge that env koowfingllv false o, misleltdino statisrn•nt mav b• punishable by fine or impris~nt or • ! .J~TpedJ 
both und01 appUcablt law. • ••••• • . 

1. S iQJ'lature ·t:L- 3 , Tirte ( 

• ~ • 

?~ • •• •• 
(P( Product Registration Man~ar • 

•••• 4. T~d Nam• 5 . 0~• •• • 
Thomas C. McEntee October 11, 2005 • • • •• • 
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TASK ASSIGNMENT FORM 
Antimicrobial Division/Regulatory Management Branch II 

A Completed by Product Manager I 
PRODUCT REVIEWER (;' C-n '<- --r RMB II TEAM 34 

Description of Action: I EPA File Symbol/Reg No. 

7 I (t? c;- '-!'-~ 
Decision No. !;t,/ t t/-t) I Submission No . S- "J'!Jf-/,/7 I Fee for Service Action Code: 

FOPA Action Code: ~ '3 2--- Non-FQPA Action Code: 
I 

PRIA FEE AMOUNT: 
~·{\>. ·.::. . . . .. '.~ : . .-,:··:·\/--t[)'", . MON1_:lf . ·:, . · PAY ,., . 

Y.EAR •' . ., . ··: . . , .•. • .. < ·~· •' .- •C,. . .. ::·~ . .. ,., 

APPLICATION DA TE September 30 2005 

EPA PIN DATE September ?o 2005 

IEWER ASSIGNED DA TE October OL-f- 2005 
I 

DATE EXTENDED 

-OATE DUE TO PM 

DA TE DUE OUT OF AGENCY 2005 ., 

Type of PSB Product PSB Acute PSS RASSB RASSB RASSB RASSB 
Data: Chemistry Toxicology Efficacy Environmental Ecological Chronic Exposure 

Fate Effects Toxicology 

COMMENTS: NOTE TO ARCTIC SLOPE- PLEASE COMPLETE PART B OF FORM 

• j)!,-c{ a'f?'cJV\ 

I ATTACHMEN1~.: 0-LABELING 0-CSF(S) 0-0ATA 0-0THERS I 
Cul For Arctic Slope Contract Only I 
I Contractor: Arctic Slope 11 Contract No. : 0411 1: ARCTIC SLOPE/MANAGER 

Draft Task: Signature Final Ta<: Signature Q_~}-
(Est. hrs) ·/ , (Total hrs) p'-(1/ 

EJ Reviewer's Comments: 

,--
DATE FEE PAID: RESPONSE CODE: J1 RESPONSE DATE: lo ·U· o? 
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UNITED ST>. TES ENVIRONMENT AL PROTECTION AGENCY 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
" 'ashiogton, D.C. 20460 

October 26, 2005 

Thomas C. McEntee 
Product Registration Manager 
Dupont Chemical Solutions Enterprise 

Barley Mill Plaza 
4417 Lancaster P}aza 
WiQUington, DE 19805 

Subject: Virkon® S 
EPA .Regjstration No. 71654-6 
Application Date: September 30, 2005 
EPA Received Date: October 3, 2005 

Dear Mr. McEntee: 

Off ICE OF 
PREVENTlOM, PESTlClOES 

ANO TOXIC SUBSTANCES 

This acknowledges receipt of your notification, submitted under the provision of PR Notice 

98-lO, FlFRA section 3(c)9. 

Proposed Notification 

•· Alternate Brand Name "DuPontT~t Virkon® VC Disinfectant and Virucide for Veterinary Use" 

SYN80t... 

OAT& 

General Comments 

Based on a review of the material submitted, the following comments apply: 

The notification application is acceptable. A copy bas been inserted in your file for future 

reference. 

hould you have any questions or conunents conceming this letter, please contact me at 

703-308-6422. 

................ 
..................................... 

EM Form 1320-1A ( 1.1X>) 
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TRANSMITTAL LETTER 

September 30, 2005 

Document Processjng Desk (NOTIF) 
Antimicrobials Division (7 51 QC) 
US Environmental Protection Agency 
Office of Pesticide Programs 
Mr. Adam Heyward (PM34) 
Room 266A1 Crystal Mall #2 
1801 S. BeU Street 
Arlington, VA 22202-4501 

Reference: Virkon ® S 
EPA Registration No. 71654-6 

Dear Mr. Heyward, 

Please find the attached application form 8570-1 for notification of the alternate brand 
name: 

DuPont TM Virkon ® VC Disinfectant and Virucide for Veterinarv Use 

This notification js consistent with the provisions of PR Notice 98-JO and EPA regulation 
sat 40 CFR 152.46, and no other changes have been made to the labeling or the 
confidential statement of fonnula for the product. l understand that it is a violation of 18 
USC Sec. 1001 to willfully make any false statements to EPA. 1 further understand that if 
this notification is not consistent with the tenns of PR Notice 98- l 9 and 40 CFR 152.46, 
this product may be in violation ofFIFRA and I may be subject to enforcement action 
and penalties under sections 12 and 14 of FIFRA. 

Should you have any questions feel free to call. 

Sirn.:ere1y: 

~ ~ hr[XA 
Thomas C. McEntec 
Product Registration Manager 
Thomas. C.McEntee@usa.dupont.com 
Dupont Chemical Solutions Enterprise 
Barley Mill Plaza, P . 0. Box 80023 
4417 Lancaster Pike 
Wilmington, DE 19805 

• • •••••• • 
•••• • • •••• 

• 

• • • • • •• •• 
• 

•••• • • •• •• 
• ••• • • • •• • 

•••••• • • • • • 
••••• • • • •• 
• •••• • • •• •• • 
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~ . 
,-,1e<1sa reac InstNcttons oo reverse before compfeling form. Form Approved. 0MB No. 2070--0060 

,I 

Unit.a Stetes ~ Registration 
OPf'ldenofle,Numbet 

~e'A Environmental Protection Agency Amendment 
Wa.hl.og1;on, DC 20460 Other 

Application for Pesticide - Section I 
l. Company/f'Toduet Number 2 . EPA Pf'oduot Meneger 3 . Proposed ctaasifieemon 

71654-6 Adam Heyward 
[x]None LJ Re-m!eted 

4. Com-pany/P'roduct CNtme.J PMI 
Vin<on (R) S 34 

S. Neme and Addre-ss af Applieant /lnehldtt ZIP CodttJ 6. Expedited Reveiw. tn accordance with FIFRA Section 3CcH3) 

E.!.du pont de Nemours & Company (b){i), my product is similar or identical in composition and labeling 
Dupont Chemical Solutions Enterprise, P. 0 . Box 80023 to: 
Wilmington, DE 19880..0023 EPA Reg. No. 

0 Ch~ if thh is II new addrll.$$ Product Name 

Section - H 

[J Arnendm1tnt • Eq:,l-1n bel1>w. LJ Final printed labels in r~aoMe to 
.lg-ency letter dated 

RuubmiHion in retponae to Agency letter deted D "Me Too" Appfication. 

0 Notific.ation · E:xplam below. D Othor · Expl•n below. 

Explanation: Us.e addition,t pa1J$ls) if nocossa,v. {Fci1 section I a.nd Section II.I 

NotJfication or Alternate Brand Name par PR Notice 98-10 DuPont (TM) Vir\\on (R} VC Di.sinleclanl artd V1ruclde for Veterinary Use 

This notfficatJon is consistent wittl the provisions of PR NoUce 98-10 and EPA regu\aUon sat 40 CFR 152.46, and no olher changes have been moos to the labeling or !he 
confidential statement of formula for the product. l nuderstand lhal it is a vio ation of 18 USC Sec. 1001 to wil lfully 111akc any false stamments to EPA. I I\Jrhter understnad 
~al If this nollfication is not consistent wl h the Terms of PR Notice 98· 19 and 40 CFR 152.46, thl.s product may be invio\aUon of IFRA and l 1My be subject to 
enforcement action and penalties under sections 12 and 14 of FlFRA. 

Section - ltl 
1. Ma™Utl ti- Produet Mn Be Pai:hc,.d In: 

Child-Rosi¥iaot Pack.g.;ng Unit Packaging W,rt-, Soluble Packa.ging 2. 'Type of Containe,, 

dYes WYes B Yu ~~~ No 
Ptettic 

,__J No No GIIIS9 

Crificatlon mus:t 
11 "Ye:s• N~.pot II ·Yes• No. per Paper 
Unit Packaging wgt. container Pecltege wgt c.ont.•not OtMr CSpocifyl 

Nbmitted 
' 3. LoHtlon oi Nwt Cont•nts lnfonnetton 4. Siiel11) R•t-1 Contail"lilr I Sf ~oe1tion of Lab.I D'ifections 

X Leb•l I \ Container 10 lb. , 1lb., 9 oz. 
8, Manne1 in Which lebt! it Affi•ed lo Product LJUthogrlll)h lJ Other 

Peper,.uod 
Stene' ed 

Section - IV 
1. Conaot Point /Co,npl•t• ittm1$ directly b-'ow for idttllt;fir:etion of itldfridual ta bll contact«/, if n~#M'/. ro ,m,c-n tNs appli~tloJLJ 

Name Title T8'ephoM No. {Include Area Ct>de) 

Thomas C. McEntee Product Registration Manager 302 992 3771 

Ce.rtification 
I certify that the statements I have mad.e on this form end all attachments thereto e,e troe. ecourate end oo~et11. 
I et:knowl,edge that any knowlinglly false or mi$1eading s tatem.nt mav be puruheble by lii,e ot ;,,,.,nsonment or 
both uflder applicllbte law. 

2. Si gna"ti.n 3. T"nfe 

-7~ ~ (/I~· Product Registration Manager 
4 . Tvt>IIICI Neme 5 . D•te 

Thomas C. McEntee Septemer 30, 2005 
EPA Form 8&70-'t \R9v. 3-941 p,.viout editi-on11 are ob1ofet11 . Whha • EPA Fae Copy forigln1U 

6. Dete Al'J)lioetion 

4i~ 
.1SU,ppedJ 
• ••• 

• • •••• • • • 
••••• • • • •• • • . . •• •• • •••• • • ••••• 

•••• - . 
va1w,•. ~ Copy 
•••• • • • •• • 

• 
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TASK ASSIGNMENT FORM 
Antimicrobial Division/Regulatory Management Branch II 

A Completed by Product Manager I 
I 
I 

PRODUCT REVIEWER Sherrie Gray RMB II TEAM 34 

Description of Action: EPA File Symbol/Reg No. 
71654-6 

Decision NoJ:;;1 g g~ I Submission No. 1!~1/.3 I Fee for Service Action Code : 

FQPA Action Code: 362 Non-FQPA Action Code: PRIA FEE AMOUNT:$ 

t?J{ft\(t:i-/:;~",,·.\ . __ ./;,_/;;_: .5/.L· · . -: MONTJ:i. •-•: DAY \ ,:•.·.: ........ ~- YEAR ._, ... 
APPLICATION DATE AUGUST 02 2005 

EPA PIN DATE AUGUST 08 2005 

EWER ASSIGNED DATE AUGUST 15 2005 

DATE DUE FROM SCIENCE 

DATE DUE TO PM 

O~TE DUE OUT OF AGENCY 2005 

Type of PSB Product PSB Acute PSB RASSB RASSB RASSB RASSB 
Oaia: Chemistry Toxicology Efficacy Environmental Ecofogical Chronic Exposure 

.[ Fate Effects Toxicology 

COMMENTS: NOTE TO ARCTIC SLOPE - PLEASE COMPLETE PART 8 OF FORM 

• 
(ATTACHMENT:S: U.-LABELING 0-CSF(S) 0-DATA a-oTHERs I 
riJI For Arctic Slope Contract Only I 
I Contractor: Arctic Slope I Contract No.: 0332 n Ill ARCnc SLOPE/MANAGER l 
Draft Task: Signature Final?z:sk: Signature 'I-_~ / 

(Est. hrs) ' (Total hrs) c___/ L 

EJ 
I' 

Reviewer's Comments: 

DATE FEE PAID: RESPONSE CODE: 1'1 RESPONSE DATE: 10/~r,/o,' 
' 

, 
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UNITED ST A. TES EHVlROMMENTAt. PROTECTION ACEHCY 

UNITED STATES ENVIRONM"ENT AI,, l'ROTECTION AGENCY 
Washington, D.C. 20460 

October 26, 2005 

Thomas C. McEntee 
Product Registration Manager 
Dupont Chemical Solutions Enterprise 

Barley Mill Plaza 
4417 Lancaster Plaza 
Wilmington, DE l 9805 

Subject: Virkon® S 
EPA Registration No. 71654-6 
Application Date: August 1, 2005 
EPA Received Date: August8, 2005 

Dear Mr. McEntec: 

OFFICE OJI 
PREVENTION, PESTICIDES 

ANO TOXIC SUBSTANCES 

The following amendment, submitted under connection with registration under the Fedctal 

Insecticide. Fungicide, and Rodenticide Act (FFIRA), as amended, is acceptable: 

Proposed Amendment 

••• Submission of Certified Limits, Enforcement Analytical Method, Bulk Density, pH, and 

Oxidation/Reduction Studies 

SYW801. 

OAT-S: 

General Comments 

Should you have any questions or comments concerning this letter, please contact me at 

703-308J6422. . 

Heyward 
Product Manager 34 
Regulatory Management Branch U 
Antimicrobials Division (7510 C) 

CONC:VIUl!NCU 

............................... .. ............. . ................. ··~·· ... ······ 
................. ................. . ................ ................. .... ~·· .. ~······ .............. .-

E~ F«m 1320-1A (1190) 

................. 
................... 
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• 
TO! 

FROM: 

THRU: 

• THRU: 

UN1TED ST ATE ENVIRONMEN AL PR TECTION AG ~NCY 
WASHINGTO , DC 20460 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

Antimicrobials Division 

September 28, 2005 

SUBJECT: PRODUCT CHEMISTRY REVIE\V OF: Virkon S 

DP Barcodc: D320694 
Manufacturing-use ( J OR 

Reg. No. Or File Symbol: 71654-6 
End~use Product [Xl 

Adam Heyward PM 34 / Sherri Gray T earn Reviewer 
Regulatory Management Branch II 
Antimicrobials Division (751 OC) 

Robert Turpin, Chemist~ .. (, 
Product Science Branch, CT Team 

Antimicrobials Division (7510C) 0 _L \ }J 
Karen P. Hicks, CT Team Leade;d( , (l) 
Product Science Branch ~ /i 
Antimicrobials Division (751 OC q j-i.,1 {05 

Michele E. Wingfield hief 
Product cience Branch 
Antimicrobials Division (751 OC) 

Product Formulation 
Active Jugredient(s) % by wt. 
Potassium peroxymonosuJfate . . . . . . .. . . . . . . . . . . . .. . . . . . . . . . . . .. .. . . . . . . .. 21.41 
Sodium chloride . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 1.50 

BA KGROUND: The registrant has submitted data in response to the Agency's request ofNovember 
l 0, 2004. Submitted are tudies according to guidelines 830.1750, -1800, -7300 -7000, and -6314. 

Pagel of 2 
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FINDINGS: 

1. MRID #466175-0 l: 'The report contains a de cription and data responding to the requirements of 
OPPTS Test Guideline 830.1800. The test method titration, and the resulting data are acceptable. 

2. 1VlRID #466175-02: The report contains data responding to the requirements of OPPTS Test 
Guidelines 830.6314, -7000, and - 7300. The data indicated a slight reducing potential and no reaction 
to po\ dered iron. The pH \Vas determined to be 2.10 @ 25° C and the bulk density was 0.981 g/ml @ 
24° C. The data are acceptable. 

3. MRID #466175-03: The report contains data responding to the requirements OPPTS Tc t Guideline 
830. J 750. The data are acceptable. 

4. The storage stability and corrosion characteristics studies are on-going and will be made available to 

" e Agency upon completion. 

RECOMMENDATIONS: None . 

• 

Page 2 of 2 

100



• 

• 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

August 9, 2005 

E. l. DUPONT DE NEMO RS AND COMP ANY 
BMP 23/2161, PO Box 80023 
WIUvlINGTON DE 19880-

Report of Analysis for Compljance with PR Notice 86-5 

OFfJCF.Of 
l'RJ::V£NTlON, PES'fK'lUF.S A,"\iD 

TOXIC S 3ST Ai"\iCe.<, 

Thank you for your submittal of 08-AUG-05. Our staff has completed a preliminary 
analysis of the material. The results are provided as follows: 

Your submittal was found to be in full compliance with the standards for submis ·ion of 
data contained in PR 1 7otice 86- - . A copy of your bibliography is enclosed, annotated with 
Master Record ]D's (MRJDs) as jgned to each document submitted. Please use the e numbers in 
all future references to these documents. Thank you for your cooperation. If you have any 
questions concerning trus data submission, please raise them with the cognizant Product Manager, 
to\; horn the data have been released . 
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<[fflID? 
DuPont Chemical Solution Ent.erp1i sc 

TRANSMJTT AL LETTER 

August 2, 2005 

Document Processing Desk 
Antimicrobials Division (75 lOC) 
US Environmental Protection Agency 
Office of Pesticide Programs 
Mr. Adam Heyward (PM34) 
Room 266A, Crystal Mali #2 
1801 S. Bell Street 
Arlington, VA 22202-4501 

Reference: Virkon ® S 
EPA Registration No. 71654-6 
(Previously EPA Reg. No. 62462-1) 

Dear Mr. Heyward, 

DuP :mt COO/l'•cal Sctu~or,s Enterprise 
--P. o. a~ aoe23 
W1('T11ngttin D:: i9880-C<l23 

488175-00 

Thi letter and its attachments are in response to your November 10, 2004 letter. The following studies 
are attached: 

830.1750 Certified Limits 
830.l 800 Enforcement Analytical Method 
830.7300 Bulk Density 
830.7000 pH 
830.6314 Oxidation/Reduction 

The following studies are in progress with completion dates in July 2006: 

830.6317 Storage Stability 
830.6329 Corrosion Characteristics 

Should you have any questions, feel free to call. 

Sincerely, 

??~ r ji,- ~ 
Thomas C. McEntee 
Product Registration Manager 
Thomas.C.McEntce0),u a.dupont.com 

E I du 0 o'1\ ce Neni,~i.;rs and Company 102



TRANSMITTAL D0CUMJ:.7v1' 
Attention: 
Mr. Adam Heyward 
Antimic..'fobials Division (751 OC) 
US Environmental Protection Agency 
Office of Pesticide Programs 
1801 S Bell Street 
Arlington, VA 22202 

Al\ilE AND ADDRESS OF S iBMITTER 
DuPont Chemical Solutions Enterpri. e 
P. 0 . Box. 80023 
Wilmingto~ DE J 9880-0023 

REGlJLATORY ACTION IN SlJPPORT OFWHlCH THIS PACKAGE lS SUBMITTED-
• Response to US PA Letter of November 10, 2004 

• 48817601 

48817502 

48817503 

Virkon® S"; EPA Registration No. 71654-6 

Transmittal Date: August 2, 2005 

Transmittal l\1aterfal: 
Volume l Administrative Materials 

Volume 2 

Volume 3 

Volumc4 

-Cover Letter 1 page 
-Application for Pesticide Registration (EPA Form 8570-1) 1 page 
-Transmittal Document this page 
-Data matrix (EPA Form 8570-35) 1 page 
-Memo: Case Consulting Labs to E. J. DuPont de Nemours and Company 

Initial Storarre Stability and Corrosion Characteristic , OPPTS Te_! 
Guidelines. Series 830.63 J 7 and 830.6320.;July 7, 2005 3 pages 

Preliminary Analysis - Group A Product Properties OPP1 S 830 .1800 
Study Title: "H26819 Enforcement Analytical Method" (7 pag ) 
H2689l is a synonym for Virkon S; EPA Registration No. 71654-6 

Physical and Chemical Properties - OPPTS Group B OPPTS 830.6314, 
803. 7000 and 830. 7300; Study Title: " Physical and Chemical Characteristics 
of H26820: Ox idationfReduction: Chemical Incompatibility, pH, ancl _fu ti.le 

Densitv' R26820 is a synonym for Virkon S. EPA Reg. No. 72654-6 7 pages 

Certified Limits; EPA Regi ·tration No. 71654-6; OPPTS 830.1750 (4 pnges) 

************************************************************** 
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[;Jase read instructions on reverse before compiet,ng form. Form Approved. OMS No. 2070-0060 

United Stat111 ~ Registration 
OPP Identifier NIIMMI, 

&EPA Environmental Protection Agency Amendment 
W8$hl1'gtOn, DC 10460 Other 

Application for Pesticide - Section I 
l. Compcrnv/Product Number 2. EPA Proouet Mone,ger 3, J>,0pCJMd Cleatifi~on 

71654-6 Adam Heyward 
[~- ] Nono LJ Ro9tricted 

4. Company/Product (Name) PM# 

Virkon (R) S 34 

S. Name aNt Address of Applicant llflcJur:J, ZIP Cod11I 6. Expedited Reveiw. In accordance with FIFRA Section 3(c)(31 

E.1.du pant de Nemours & Company (b)O), my product is similar or identical in composition and labeling 
Dupont Chemical Solutions Enterprise, P. 0 . Box 80023 to: 
Wilmington, DE 19880-0023 EPA Reg. No. 

0 Ch•c:lc if this Js • new 11ddt1tSs Product Name 

Section - II 

LJ Amendment - Expfein beletw. LJ fine! printed label# in f•P•on,e to 

Resubmits on in rKp0111e to A~ncy httt•r dated Nov. 10, 2004 0 
Agency letter dsted 
·Me Too" Application. 

D Notific.at~n - ExQlain b.tow. D Other • Explain bolow . 

Explanation: Use 11dd1tionol page.(,) it nocossaty. (for ~tion l and Soction II.) 

Section • Ill 
1. Matatial Thia Prod®t Will a. Pad!ao-d m; 
Cbi1d, R"i.ate_nt Pacbging Unit Paekagir)Q Watet Sok.Ible P~a_ging 2. Tw,. of ConwinM 

dN~ UY•• E3 
Yts 

~ Mo~ P1.,1io '._J No No Glon 

CMtificatlon must rt ·ves· No. po~ tt ·v •• • No. p•r Peper 
Unit Packaging wg1. contamer Pack• wgt container Othar (Spaeify) 

submifflKJ 
I 

3 , Location of Nat Contont9 lflfOffl'letion .t. Siie(s) R•t•1 Container I 5f~ocaj°" of t..bel Oireelion• 
X Ulbel \ I Container 10 lb., 11b., 9 oz. 

6. Menner in Which Label is Affixed to Product Ix 1 U1hograph LJ Other LJ Paper ~ued Stenci ed 

Section - IV 
1 . Cont.eel Point /Complete items dk'actly below for idMtific11tiOn of indillidllllf to"- t;OfltltC,.d, ;( n~ary, to prvN# fhi.s a,pp/ir;fltioflf/_ 

N,me Title Tolephona No. (T~t~, Aroe Code) 

Thomas C. McEntee Product Registration Manager 302 992 3771 

Certification 6. Det• ~a.etio"! • •: •: 
I cenitv that the atot1m1ents I have l"!'lad11 on this form ood ell anachmonts thareto e,e tt\te, eccurlJto ond c~ete. RIIMiY9d • • • • • I acknowledge thot anv knowlingtly felso or ml$1e&dino si.t.mant mey be punithoble by fitte or impri•oNnOnt 01 -CSt&mped) •• : •• : 
both und,f appUoabt. low. •• 

2, Sig™ltu~ r;;,·£6. 3 . Title ••••• • • ••••• 
Product Registration Manager •••• • • •• • 

4. Typ~ Name 5. 0ate •••• 
August 2, 2005 

• • • Thomas C. McEntee "" · • 

EPA FOfm 9510-1 IRev. 3-94) Provious edition, trfe obsolete . 
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• 

Gas:e Consulting Laboratories, Inc. 
•••• • • •••• 
• 

••• • • • ••• 
• 

To: 
••• • • • • •• 

Attention : 

From: 

CCL Study No.: 

Sponsor Study No.: 

Test Substance: 

Synonym: 

Lot No.: 

Active lngredient: 

Subject: 

OBJECTIVE 

E.l. du Pont de Nemours and Company 
DuPont Chemical Solutions Enterprises 
P.O. Box 80023 
Wilmington, DE 19880-0023 

Thomas C. McEntee 
Registration Manager 

David J. Sinning 
Study Director 

3280-05 

DuPont-17476 

826820 

Virkon S 

19861 

622 Route Ten 
Whippany, New Jersey 07981 

Tel. 973-428-9666 
Fax. 973-887-441 9 

E-Mail: case@case-labs.com 

July 7, 2005 

Potassium peroxymonosulfote, 50% (10.4% Available Oxidant as Cl2) 

fnitial Storage Stability and Corrosion Characteristics. OPPTS Test 
Guidelines. Series 830, Product Properties: 830.6317 and 830.6320 

To determine the storage stability and corrosion characteristics of one lot of H26820. 

TEST METHOD 

830.63 J7: Storage Stability 

The test was conducted with the test substance in order to establish an initial value. The test 
substance will also be evaluated after 3, 6 9 and 12 months at room temperature in contact with 
its commercial packaging material (high density polyethylene). All details of the method used 
will be documented in the raw data and will be presented in the Final Report which will be 
submitted upon completion of the 12 month interval. 
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• • • • • ... .. .. 

• 

• 

H1oflias C. McEntee . ~ ~ 

E!;. ,:ill' t'ont de Nemours and Company 
OL!P<1rTt.Chemical Solutions Enterprise 
Juri,:2005 
Page Two 

• •• • • • 
Ph)'sf<!al Changes 

• 
At the 3, 6, 9 and 12 month storage stability intervals, the test substance will be examined for any 
p~'S,<.al changes such as phase separation or clumping and, in particular, any changes that would 
i;lerftre v,rith the usefulness or safe handling of the product if used according to label directions. 

830.6320: Corrosion Characteristics 

At the 12 month storage stability intervals, tl1e commercial packaging material (high density 
polyethylene) used for the storage tability test will be visually inspected. Any changes in the 
material will be noted and recorded. 

RESULTS 

Test Substance: 
Lot No.: 

Guideline 

826820 
19861 

830.6317: Storage Stability 

% Available Ox.idant: 

Interval 
fnitial 
After 3 Months at Room Tern 
After 6 Months at Room Tern erature 
After 9 Months at Room Tern erature 
After 12 Months at Room Tern erature 

Physical Changes: 

Interval 

After 12 Months at Room Tern erature 

Re licate I Avera e 
10.36 10.33 

letion 
letion 
le6on 
letion 

Observation 
letion 
lction 
lction 
letion 
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• • • • • •••••• 

• 

• 

T"'ontas C. McEntee ,. . . 
E~l'!thtPont de Nemours and Company 
Du"tfc:Mi.ChemicaJ Solutions Enterprise 1ury:,:2oos 
Page Three 

• •• • • • ••• 
RE~UL TS CONT'D. 

Tost 6u bstance: 
• • • Ldt Nt>.: 

Guideline 

H26820 
19861 

830.6320: Corrosion Characteristics: 

Interval 
After 12 Months at Room Tem erature To be re letion 

David J. Sinning 
Study Director 

ra 

Respectfully submitted, 

1/V 1 1. , ., /L 4 ~~/ 
CASE CONSULT LABORAT~, JNC. 
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• • ./"_ ..... 
I n l UNll'ED STATES ENV:RONM ENTAL PROTECTDN AGENCY ,~ 1200 P ennsylvan:aAvenue,N .W • • 

'tl ASHNGTON,0£. 20460 • • • - . . .. 

••• • •• 
•• • • • • • • • • • ••••• - -... ~· .. FoM proved OMS Nos. 2070-0060; 2070-0«?57; 

2070.0107; 2070-0122; 2070-0164 
• ••• • • • • • • • •••• • • • • • • ! • • • • • . • Pape1w o rl< RP.di.:ctbn Act.N o tx::e : The public reporting burden for lhis oollection of information is estimated to average 0.25 hours per res.por\Se for registrdlion actMlies and 0.25 hours per response (01' 

reregistration and special review actiVilies, including lime tor readlflQ the instructions and completing the necessary forms. Send comments regarding the burden cstimale Of any other aspect oC this collection of 
informat icm, including suggestions for reducing the burden to: Director, Collecllon Strategies Division (2822T), U.S. Environmental Protection Agency, 1200 Pennsylvania Avenue, N.W., Washington, DC 20460. 
Do not send the form to lhis address. 

DATA MATR ]( 

Date August 2, 2005 EPA Reg NoJFlle Symbol 71654-6 Page 1 of 1 

Applicant's/Registrdnt's Narne & Address E. I. du Pont de Nemours and Company Produci Vlrkon (R) S 
P.O. box 80023 Wilmington, De 19880-0023 

Ingredient potassium peroxymonosulfate 

Guideline Reference Numbet Guideline Study Name MRID Number Submitter Status Note 

830.1750 Certified Limits E.1 du Pont de Nemours Attached 

830.1800 Enforcement Analytical Method E.I du Pont de Nemours Attached 

830.7300 Bulk Density E.I du Pont de Nemours Attached 

830.7000 pH E.I du Pont de Nemours Attached 

830.631 4 Oxidation/Reduction E.I du Pont de Nemours Attached 

830.6315 Flammability Not Applicable to powder 6315(b)(ii) 

830.6321 Dielectric Breakdown Voltaqe Not Applicable to powder 6321(b)(1) 

Signalufe 

~ );, ~ 
Name and Title Thomas C. McEntee, Product Dale 

(· Registration Manager Aug. 2, 2005 
- . - - - - - · 'ap, yPap g ency y 
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..,.:'""'""t. 

{ ,;<A J 
~ 

NlI'E:D STATES ENVJRONMEN TAL PROTBCTDN AGE:NCY 
1200 Pennsy)van.a.Avcnue,N ~ 

Form App.wed ~ MB "'3s!2070-0060; 2070-0~57; 
2070-0107; 2070-0122; 2070--0164 

• • • • 
WAS H.NG TON ,D .C. 20460 • • • • • 

• ••• • • • • •••• 
? ape .w orl< R cductbn A ctN a txe : The publ,c reporting burden for this collection of information is estimated to average O .25 hours per response for registration ~t thlil/es and O .2~rs pe1" respclf,se ro. • 
reregistration and special review activilies, including time for reading the lnstruciioos and compielJng the necessary forms. Send comments regarding the burden estimate 01 any other aspect or this collection of 
information. including suggestions for reducing the burden to: Director, Collection Strateg1.es Oivisioo (2822T), U.S . Environmental Proler;Uon Agency. 1200 Pennsylvania Avenue, N.W., Wastilngton, DC 20460. 
Do not send the form to this address. 

DA'l'A MA'l'RJX 

Dale Auqust 2 , 2005 

Applicant'i;!Rcgistranl's Name & Address E. L du Pont de Nemours and Company 
P.O. box 80023 Wilmington, De 19880-0023 

l . -~ 
EPA Form '8570-3-5 ( 12·2003) Electronic and Paper versions available. Submit only Paper version. 

EPA Reg No./Fl1e Symbol 71654-6 

Product Virkon (R) S 

Status 

.I du Pont de Nemours 

E.I du Pont de Nemours 

.I du Pont de Nemours 

.I du Pont de Nemours 

E.I du Pont de Nemours 

Not Applicable to powder 6315(b }(i 

Not Applicable to powder 6321(b)(1) 

Name and Title Thomas C. McEntee, Product 
Registration Manager 

Public File Copy 

Page i of 1 

Note 

Oate 

Aug. 2 2005 
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FQPA 
TASK ASSJGN~tENT FORM 

fQPA 
Antimicrobial Division/Regulatory Management Branch II 

A Completed by Product Manager 

PRODUCT REVlEWER: SGRAY RMB lJ TEAM--1!_ 

Description of Action: EPA File Symbol/Reg No. 

71654-6 -
Decision No. ~ '1 J/ tf U b'J I Submission No. 

117~Rfof< I Fee for Service Action Code: -
FQPA Action Code: 362 Non-FQPA Action Code: Fee for cnlice Fee:$ 

·.: .. · . · .. \ .. _,§\ii;{ . . 

MONTH :,: .. ,.,,;, \.::- :;: DAY . ,,•;,: .,:. .. /,·: .. .. YEAR .... . . 

APPLJCATJO DATE MARCH 04 2005 

EPA PIN DATE MARCH JO 2005 

REVJEWER ASSIGNED DA TE MARCH 14 2005 

lttE DUE FROM SCJE:NCE MAY 09 2005 

DATE DUE TOPM JU, ·1:: 01 2 005 

DATE DUt OlJT OF AGENCY JUNE 08 -
Type of Data: PB P,oduj( ~PSB Acute PSB RASSB RASSB RASSB RASSB 

Chemistry Toxicology a Efficacy Em·ironmental Ecological Chronic Exposure 
0 Fate 0 Effects D Toxicology o 0 

COMMEN,S: NOTE TO ARCTIC SLOPE · PLEASE COMPLETE PART B OF FORM. 

' 

• - I I I 

ATTACHMENTS; '1 ~ABELING \Jt.CSF(S) 0-DATA D-OTHERS 

[iJ "' For Afcti~lope Contract. Only 

Contractor: Arctic Slope I Contract No.: 0332 - Ill ARCTIC SLOPE/MANAGER ! 
Draft Task: Signature F1al Task: Signature ~.'JJ:;r 

(Est. hrs) (Total hrs) V 

LJ 
Re,·iewer's ommcnts: 

#/fl ;/: __., 
DATE FEE PAID: RESPONSE CODE:-J..l- RESPONSE DATE: /2 'f)) , I I I 

I 
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UNITED STATES ENVIRONMENTAL PROTECT10M AGENCY 

UNITED STATES Ei\1VIRQ~1\fF..,~TAL PROTECTION AGENCY 
\Vashington, D.C~ 20460 

OFFICE OF 
PREVENTION, PESTICIDES 

AMO TOXIC-SUBST~NCES 

• 

June 7, 2005 

Thomas C. McEntee 
Regulatory Manager 
E.t duPont de Nemours and Company 
DuPont Chemical Solutions Enterprise 

P.O. Box 80023 
Wil~ington, DE 19880-0023 

Subject: Virkon® S 
EPA Registration Number 71654-6 
Application Date: March 4, 2005 
EPA Received Date: March l 0, 2005 

Dear Mr. McEntee: 

The. foHov .. ·ing amendment, submitted in connection with registration under the federal 

Im,ecticide, fungicide, and Rodentiddc Act (FIFRA). as amended, is acceptable: 

Proposed Amendment 

•· Revised Alternate Confidential Statement of Formula (see CSF' dated 3/4/05) 

SURNAMIE 

DATC 

General Comments 

Should you have any questions or comments concerning this letter, please contact me at 

703-308-6422. . 

................... 

................. ................... . 

COMCVIUllNC2S 

Sincerely, 

~ ·· 

Product Manager 34 
Regulatory Management Branch II 
Antimicrobials Division (75 l O C) 

................ ............... . ................................ 

................ .................. ................. ....... -.. ....... _ 
................. 
•'41 .............. . 

EM Form 1320-1A (11-0) 
OF,:t t&t ~n e- r..,~.., 111



FROM: 

THR 

THRU: 

e 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASH1NGTON, DC 20460 

OFFICEO!= 
PREVENTION. PESTICIDES 

ANO TOXIC SUBSTANCES 
Antimicrobials Division 

March 28, 2005 

SUBJECT: PRODUCT CHEMISTRY REVIEW OF: Virkon 

DP Barcode: D314453 
Manufacturing-use [ l OR 

Reg. No. Or File Symbol: 71654~6 
End-use Product [X) 

Adam Heyward PM 34 / Sherri Gray, Team Reviewer 
Regulatory Management Branch Il 
Antimicrobials Division (751 OC) 

Robert A. Turpin, Chemist~- -re. 
Product cience Branch, CT Team ttJ 
Antimicrobials Division (751 OC) MJ ;0 
Karen P. Hicks, CT Team Leaded 
Product Science Branch ·, '),~ { a 5 
Antimicrobials Division (751 OC $ 

Michele E. Wingfield, Chief 
Product Science Branch 
Antimicrobials Division (75lOC) 

Product Formulation 
Active lngredient(s) % by wt. 
Pota!:isiwn peroxymonosulfate . . ...... . ... .. .... .. .. .... ... 21.4 J 
Sodium chloride .... ...... ....... ....... .... .... .. ...... ..... ..... . 1.50 

BACKGROUND: The registrant has submitted an amendment to its registration reducing the nominaJ 
concentration of dye in the formulation and increasing the concentration of the  by a 
corresponding amount. The registrant is also notifying the Agency of changes of tv,ro supplier of inert 
ingredients and correcting the address of the supplier of colorant. 

Pagel of 2 
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FINDINGS: 

l. The Confidential Statement of Formula of the subject product dated March 4, 2005, with the reduced 
dye content is acceptable to i.he Agency. 

2. The ·ubstitute suppliers of inert materials are acceptable. 

RECO:MMENDATIONS: None . 

• 

• 

Page 2 of 2 
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~ 
DuPont Chemical Solutions Enterp1ise 

DELIVERED BY COURJER 

March 4, 2005 

Document Processing Desk 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
Attn: Adam Heyward (PM34) 
Room 266A, Crystal Ma112 
1801 S. Bell Street 
Arlington, VA 22202-4501 

DuPont Cllem,cal SoLut,ons Enterpr,se 
P O. Box 8"'JJ23 
W»m;r.gton, DE i9680-0023 

SUBJECT: Minor Formulation Change for Accelerated Review per PR Notice 98-10: 

Virkon® S (EPA Registration Number 71654-6) 

Dear Mr. Heyward: 

Consistent with PR Notice 98-10, E.I. du Pont de Nemours and Company wishes make a minor 
fonnulation amendment for Virkon® S (EPA Reg Number 71654-6). This amendment is being 
submitted to support alternate formulations of Virkon® S with reduced levels of colorant. 

The CSF being submitted is for an alternate tablet formulation with a nominal level of  dye the 
only change from an existing approved fonnulation is the level of colorant & the corresponding slight 
increase in the  These minimal formulation changes do not change the 
product's acute toxicity category or physical chemical characteristics nor does it affect the product's 
efficacy . 

By way of this letter, and also in accordance with PR Notice 98-10, we are also notifying the Agency 
of changes to the supplier of 2 inert ingredients  
and correction to the address of our colorant supplier. These corrections are reflected in the attached 
CSF and are summarized below: 

E I. du Pont de Nemours ano Company 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
• • • • • •• •• 

• 
• • •••••• • 
•••• • • •••• 

• 
• ••• • • •••• 
• ••• • • • •• • 
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Mr. A. Heyv.,.ard 
March 4, 2005 
Page2 

Component 

Included with this amendment are: 

Supplier Name/Address 

one (1) copy of the application form (EPA form 8570-1} 

one ( 1) copy of the CSF for the existing formulation 

two (2) copies of the CSF for the proposed formulation (dated March 4, 2005) 

I would appreciate your prompt review of these alternate formulations. Please contact me by phone 
at (302)-992-3771 or by email at thomas.c.mcentee@usa.dupont.com if additional information is 
needed. 

Sincerely, 

Thomas C. McEntee 
Regulatory Manager 
DuPont Chemical Solutions Enterprise 

•••••• • • • • • 
•••••• • • 

•••• • • •••• 
• • • • • •••• 

• 
• • •••••• • 

•• • ••• • • ••••• • ••• • • ••••• • 
•••• • • •••• 
• ••• • • • •• • 
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l'fe.ff NIMI bo.lN..do,_ on -- l,alDN 
.. lnrnt Fonn · nUA No • .207n.nnan. • - -- ·-' av,.,i,es OS-31 ·98 

United States ~ Registration 
~klf!'itm!!_ ~ L _ 

&EPA Environmental Protection Agency Amendment 
WNhlngton, DC 20-460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2 . EPA Pn>duc-t Manager 3. Pl'OJ)ohd 0-..iflcaticn 

71654-6 Adam Heyward 
~Nontt D Reatrictfd 

4. Compiiny/Product (Name) PMI 
Virkon(r) S 34 

5. Name and Addrna of Applioent (lnclud• ZJP Cod•I 6. Expedited Review. In accordance with FIFRA Section 3(cH3) 
E. I. du Pont de Nemours & Company (b)CI), mv product Is similar 0t identical in composition and labefing 
DuPont Chemical Solutions Enterprise, P.O. Box 80023 to: 
Wilmington, DE 19880-0-023 Attn: Bonnie J . Bieber EPA Reg. No. 

D Ch•ck "this~.,, .... •ddr~ Product Name 

Sectio 

~ Amendment • Exp19in btNow. D Final printed ••• in fMPOnM to 

fj D 
Ageooy lattw dated 

Re.ubmiulon in responH to Agenoy letter dated ·M• Too• Application. 

Notffication - EJcplllin below. D Other· Elcpfein bek>w. 

Explanation: Use additional page(s) if necessary. (For section I and Section l!.) 

Accelerated review of minor formulation amendment per PR Notice 98-10. Fast track action • non-fee. 

Section - Ill : 

1, Mat.rial Thie Product WiU le Peckeged In: 

Child-Resistant Packaging Unit Pack.aging Water Soluble P.«>kliglng 2. T~ of Containet - E3 Bv .. · V" v .. §-- P\aa1io 
No No No GlaM 

• Certmc.tion must If •v •• • No. per 1t ·v •• • No. p•r hp•{ 
Unit Pecbging wgt. conteintr Packege wgt oontainer Other (Specify) 

•ubmitttNI 
I 

3. Location of Not Contenu lnlormetion " . Si.ta(•> RetaU Cont.oiner 5. Location of ...,., Direction. 

0 0 Containet 
E3 OnLab• . 

label On Labeling aoc:ompa~ng product 

8. Manner in Which label Is Affixed to Product ~ Lithograph lJ Othw 
P~r ~ued 
Stencf ed 

Section - IV •••• 
1. Contact Point fCompJ•t• it.ms dir1>ctJy below for idMtiflcarion of ifldividuM to b• contactlld, if n-ery, to proc- thia llpPli&~J 

NarM Tltl• Tel.phone No~Q~ "'-• Code) 

Thomas C. McEntee Regulatory Manager , ~~f:92-3771 • 

Certification • • e.d..~..i:1~tion 
I certify that the •t11temeot, I have made on this form end all attachm.enlll thereto •• t.u., accur•t• &lld oomp(.i.~: ft.calved · 

I acknowledge that any knowingly folu ot mialaeding statement may be puniahable by fine ot impriaonment « • • •••• 
both under applicable law. ••••• • .Wf'hped) 

• • ...... • 
2, Signature 

~~ (hJr( ~ 
3. Title •••• • • 
Regulatory Manager .. ..... . . • • •• • • • 4. Typed Nam• 5. Data •• • 

c/ -
Thomas C. McEntee ~ UJZJ<; 

, 
. 

EPA Form 8570-1 !Rav. 8-94> Pre1111ous edition• are obso\eta. Yelow - ADDlcarlt Coav 116



Please Read All lnstrucf10ns Before Completing this Form (Form must be typect) Form Approved. 0MB. No. 2070-0044 
-.-::. . - ~-

-

e 

&EPA 
United SatH 

Environmental Protection Agency 
1 , r Offl1le of Poticide Ptoorerm (7605CI 

':J \ \ ~ ' Wa11hing1on, DC 20480 

Notice of Supplemental Distribution of a Reglste-r-ed Pesticide Product 

lnwuctlons 

Aft.er a registrant ha.s obtained final registration for the basic product. the registrant may then suppleme.ntatty 
distribute his/her produc:1. One form mu-st be submitted for each distributor product and must be signed by the 
distributor invol\led, The bi.sic registration number and the diatrlbutor company number mu-st be shown. 

If a registrant h11s a potential distributor who does not have a company number assigned, she/he should have the 
distribUlor appJy, on letterhead stationery, to ttwi Reou:tration Oilli-sioo to have a number aulgned prtor to submitting 
this form to the a;ency. 

This Notice of Supplemental Distribution must be submmed bv the basic registranL The completed form must have 
the concurrence and signature_ of both the registrant and the distributor. 

71654-6 
IO~ri~1or co~-.iw ~' 

. - -------------·--·-··-··-- -·--- - - - - __ . ____________ ... __________________________ , 
Virkon S 

Vetoquinol USA Inc. 
101 Lincoln Avenue 
Buena, NJ 08310 

Note : Do not submit di$tributor l)tOduct labela 

trifectant Broad Spectrum Disinfectant 

• ••• • • •••• 
••• • • • • •• 

• • •••• 1------------------------------------------------..... . . 
1 . 
2. 

3. 

4. 
s. 

6 . 

7. 

Read All Condition, Bt1font Signing 

• • 

• • 
••••• • • •• 

The distributor product must have the same composition aa the bask product . : • • • • • • • •• • • • •• The dis-tributor product must be manufactured and packaged by the same person who manufactures and p.i.ckages. 
the reouaered basic product. • ••• 
The labeling for tho dlstributor pre>dvct must bear the same claims as the basic product. provided. how•ver. ~at 
specific claims may be deleted if by doing ,o, no other change.a to the labei are necessary. • • •• 
The product must remaio in the m.anuf.cturef''.s unbroken container. • • • • : 
The label must be.ar the E.PA re01-sua1lon number of the basic product, followed by a hyphso aod the distributor's 
c(>m.panv number. 

Distributor product labels must bear the name and address of the dlsuibutor qualified by suc-h terms as "packad 
for ... · , "distributed by ... • ; or •sold by ... • to s.how that the name is not that of the manufactu.re.r. 
All condi1ions (>f the basic registration apply eQually 10 distributor produ.cts. It is the responsibilitv of the basic 

re~strant to see that aJJ distributor labeling is ltept in compliance with requirements placed on the basic product. 

Distributor 

I 
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MEMORAND M: 

SUB.JECT: 

TO: 

FROM: 

THRU: 

UNITED STATES ENVIRONMENTAL PROTECTIO AGENCY 
V./ ASHINGTON, D.C. 20460 

January 11 , 2005 

OFFI EOF 
PREVEN110N, PESTICIDES AND 

TOXIC SUBSTANCES 

Screen Adverse Data [FIFRA 6(a)(2)] submission for Virkon® S, EPA 
Reg. No. 71654-6 Containing Sodium chloride and Pot.as ium 
pcroxymonosulfate 

Adam Heyv.rard Product Manager, Team 34 
Regulatory Management Branch lI 
Antimicrobials Division (751 OC) 

Srinivas Gowda Microbiologjst/Chemist S.-:>i\ ~ v M ~.'-~·'-"' 
Risk Assessment and Science Support Branch (RASSB) 
Antimicrobials Division (751 OC) 

Siroos Mostaghimi Acting Team Leader, Team One. __ J,,/,'-t.,'11/J 
Risk Assessment and Science upport Branch (RASSB) 
Antimicrobials Division (7 51 OC) 

Norm ook, Chief -.J--..-"+" {vA---
Risk Assessment and 1ence 'upport Branch (RAS B) 
Antimicrobials Division (751 OC) 

DP Barcodc: D31 l802 
Decision#: 352289 

EPA Reg. o.: 71654-6 
MRJD No.: 463493-01 

Case Type: Adverse Data 6(a)(2) 
PC Codes: 013905 & 063604 
Chemical N amcs: 

Sodium Chloride 
Potassium peroxymonosulfate 

Data Submitter: DuPont Chemical 
CA #: 7647-14-5 (Sodium Chloride) 
10058-23-8 (Potassium pero. yrnonosulfate) 
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INTRODUCTION: 

DuPont Chemical Solutions EnLerprises, has submitted Adverse Dala (Chronic Trout Study) in 
Accordance v.rith FIFRA Section 6(a)(2) for Virkon® S (EPA Reg. No. 71654-6). 6(a) 2) 
Coordinator, Sharon Carlisle requests RASSB to screen and make a detennination whetller the package 
needs to be expedited quickly as a 6(a)(2) submission. The submitted adverse data (Chronic Trout 
Study) bas undergone review by Sriniva Gowda of Antimicrobials Divisions Risk Assessment 
and Science Support Branch. 

RECOMMENDATIONS: 

The submitted Adverse Data (Chronic Trout Study) under the MRID No. 463493-01 does not 
qualify as a 6(a)(2) ubmission. Risk Assessment and Science Support Branch recommends that 
the Chronic Trout Study for Virkon® S EPA Reg. No. 71654-6 must be rerouted to RASSB for 
review under a miscellaneous (400) PRAT Code and revised due date . 

2 
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DP #: (311802) 

DATA PACKAGE BEAN SHEET 
Date: 14--Jan-2005 

Page 1 oi 1 

* * * Registration Information * "' * 

Decision #: 352289 

Registration: 71654-6 - VlRKON S _ _ _ _ ___ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _ 

Company; 71654 - E.I. DUPONT DE NEMOURS AND COMPANY _ _ _ _ _ ________ _ 

Risk Manager; RM 34 - Adam Heyward - (703) 308·6422 Room# CM-2 3088 _____ _ 

Risk Manager Reviewer: Sharon Carlisle SCARLISL ___________________ _ 

Sent Date: 29-Dec-2004 Calculated Due Date: 08-Nov-2004 Edited Due Date: 

Type of Registration: Product Registration . Section 3 _ 

Actioo Desc: (405} ADVERSE DATA (6A2): _______ _ 

Ingredients; 013905, Sodium chlorid.e(1.5%} _____________________ _ 

063604, Potass\um peroxymonosutfate(20.4%) _____________________________ _ • * * * Data Package Information * * "' 

Expedite: C, Yes e No Date Sent: 29-Dec-2004 Due Back: 

DP Ingredient: 013905, Sodium chloride 

063604, Potassium peroxymonosuifate _ _ ____ _ ____ _ _ _ _______ _ 

DP Title: 

CSF Included; C Yes e No Label Included: () Yes e No Parent DP #: 

Date In 

Organization: AD I RASSB _ _ _ _ _ _ _ _ _ ~-~~-~O_Q.4 __ 

Team Name: RASS81 29-Dec-2004 

29-Dec-2004 

Date Out 

14-Jan-2005 

14.Jan-2005 

14-Jan-2005 

Administrative Due Date; 23-Jan-2005 

Negotiated Due Date: 

. wer Name: Gowda, Srinlvas ____ _ Projected Completion Date: 

Contractor Name; 

* * * Studies Sent for Review * * * 

No Studies 

* * * Additional Data Package for this Decision * * * 
No Additional Data Pacl<ages 

*** Data Package Instructions *** 
RASSB; The attached data MAID# 46349301 is being submitted for a 6(a)(2) screening 
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483493.00 
- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - oul'onft emicaf"Solutions"""Enferprise - - - -

P.O. Box 60023 

DuPont Chcn1ical Solutions Enterprise 

DELIVERED BY COURIER 

August 24, 2004 

Document Processing Desk - 6(a)(2) 
Office of Pesticide Programs(7504C) 
U.S. En riromnental Protection Agency 
Room 266A, Crystal Mall 2 
1801 S. Bell St. 
Arlington, VA 22202-4501 

Wilmington, OE 198SiJ-0023 

SUBJECT: Information Submitted In Accordance with IFRA ection 6(a)(2) 
• Report of a study with Virkon® S (EPA Reg# 624 2-1) 

• 

To Whom It May Concern: 

Antee International has recently completed a chronic trout study with Virkon® S (EPA Reg# 
62432-1). This research study was conducted to support non-US use patterns for this product; it was not 
conducted in accordance with OPPTS guidelines, nor was it conducted under GLP. 

This ecological study appears to be reportable in accordance with 40 CFR. 159.165 (b). In this 
study, newly hatched trout were exposed to nominal concentrations of 0, 2, 4, 6, or 8 ppm Virkon® Sin a 
flow-through system for a period of 100 days. Transient effects were seen on growth during tbe first 
feeding stage at 4 ppm, and on mortality and growth at treatment levels of 6 and 8 ppm. There were no 
adverse effects noted at 2 ppm. There were no significant histological differences between the 
outperforming fish at 4 ppm and controls, nor between any exposed fish and controls after first feeding 
stage was completed . 

Antee International considers the entire contents of this letter to be ubject Lo protection afforded under 
FIFRA Section lO(g). Disclosure of this infonnation may be made only in accordance witl1 that Section. 

Please caU me at 302/892-8268 if you have any questions. 

Sincerely, 

6 ~ ~ p_;.. ~ ,.. N ~"~ 6 - Lc.-"""''1-

Nancy B. Lomax 
Regulatory Managn & 
US agent, Antee Int_ '.."1'.l~i -:mal 

cc: Adam Heyward, PM# 34 
cc: Mark Squire Chief Chemist, Antee International 
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DATA TRANSMITTAL DOCUMENT 

Information Submitted In Accordance with FIFRA Section 6(a)(2) - Report of a study with 
Virkon® S (EPA Reg# 62432-1) 

Antee Jntemationa} Ltd. 
Sudbury, Suffolk, CO 10 2XD 
England 

Rt2ulatorv Action in Support of "\\i'hich this Package is Submitted; 

Information Submitte.d In Accordance with FIFRA Section 6(a)(2) - Report of a study with 
Virkon® S (EPA Reg# 62432-1) 

Transmittal Date; August 24, 2004 

List of Submitted Studies: 

Data 
Requirement 

Doc Number Study Title 

none DCSE-2003-008 C'hronic Tox.icity of Continuous Exposure to 'Virkon S 
for Aquaculture ' to Rainbo\v Trout ( Oncorhynchus 

mykiss) 

Submitted by: 

Regulatory Manager and Agent for Antee 
International Ltd . 

Telephone: 302-892-8268 

Company Name: Antee International Ltd. 

Date 

MRID 

46349301 
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MEMORAND M 

TO: Srinivas Gowda cc: 

FROM: Traci Brody/ Amanda Jacob 

DATE: February 24, 2005 

Wanda Jakob 
Pat Wood 
1 l.0248.4000.002.05 

SUBJECT: Data Evaluation Repoti for Sodium Chloride and Potassjum Peroxymonosulfatc 
(Virkon S for Aquaculture) 
(Action o., GOW 4 07-ill TAF 2-5-22) 

Attached js a Data Evaluation Report (DER) for Sodium Chloride and Pota sium 
Peroxymonosulfate (Virkon S for Aquaculture). The DER evaluates the chronic toxicity of continuous 
exposure to 'Virkon S for Aquaculture' to rainbow trout (Oncorl1ynchus mykiss) (MRID 463493-01). 
This study was not conducted in compliance wi th U.S. EPA FIFRA (40 CFR part 160) since it was 
conducted to support non-U.S. product uses. The DER was prepared based on the harmoni7..cd OPPTS 
Test Guideline 850. 1400 for reviewing purposes, as the scope of the study is similar to that required by 
this gujdeline. 

Please give us a call if you have any questions. 
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DATA EVALUATIO RECORD 

Sodium Chloride and Potassium Permcymonosulfate 
(Virkon S for Aquaculture) 

Study Type: Fish Early Life Stage Toxicity Test 
Guideline OPPTS 850.1400 

Prepared for: 

Antimicrohialc, Division 
Office of Pesticide Programs 

U.S. Environmental Protection Agency 
1801 South Bell Street 

Arlington, Virginia 22202 

Prepared by: 

Versar. Inc. 
6850 Versar Center 

P.O. Box 1549 
Springfield, VA 22151 

February 24 2005 

Contract 1umber: 68-W-01-036 
Work Assignment No.: 0248.4000.002.05, TAJt 2-5-22, Action No. GOW-07-JD 

EPA Work Assignment Manager: Srinivas Gowda 
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DP Barcode: D311802 MRID No: 463493-01 

1. 

2. 

DATA EVALUATION RECORD 
FISH EARLY LffE STAGE TOXICITY TEST 

GUIDELlNE OPPTS 850.1400 

CHEMICAL: Sodium Chloride and Potassium Peroxymonosulfate 

TEST MATERIAL: Virkoo S for Aquaculture 

PC Code No.: 

Pudty: Not reported. 

3. CITATION 
Authors: 

Study Completion Date: 
Lahoratory: 

Sponsor: 
Laboratory Report ID: 

MRJDNo.: 

4. REVIEWED HY: 

Signature: 

5. APPROVED BY: 

Signature: 

6. STUDY PARAMETERS 

Scientific Name of Test Organism: 
Age of Test Organism: 
Definitive Test Duratfon: 

Study Method: 
Type of Concentrations: 

7. CONCLl SIONS 

Results Synopsis: At first feeding: 

Ronald W. Hardy 
RonaJd J. Roberts 
Chronic Toxicity of Continuous Exposure to 'Virkon S 
for Aquaculture' to Rainbow Trout (Oncorliynchus 
mykiss) 
July 28, 2004 
University of Idaho 
Hagerman Fi h Culture Experiment Station 
3059F National Fish Hatchery Road 
Hagennan, ID 83332 
Antee Dupont 
DCSE-2004-00 l 
463493-01 

Oncorhynchus mykiss 
Newly hatched 

Date: 

Date: 

100 days (then a 21 day remission and exposure for an 
additional 67 days, final sampling at 188 days) 
Flow-through 
Nominal 

2 ppm ~ No mortality 
4 ppm - NOE , 
&ppm- LC50 
8 ppm - Lt:thal level 
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DP Barcode: D311802 MRID No: 463493-01 

Verified ResuJts Synopsis: Raw data were not reported in the sludy to verify. 

8. ADEOU ACY OF THE STUDY 

A. Classification: 

B. Rationale: 

C. Repairabnity: 

9. GUIDELINE DEVJATIONS: 

The following guideline deviations were based on the EPA OPPTS Guideline 850.1400. However, it 
should be noted that this study was not conducted in compliance with U.S. EPA FIFRA (40 CFR part 
160) since il was conducted to support non-U.S. product uses. 

• 
• 

• 

• 

• 
• 

• 

• 

• 
• 

• 

• 

• . 

10. 

The source of the fish used in the study was not reported . 
The post-hatch timing of the first feeding was not reported and the specifics on the amount of 
food based on percent body weight per day were not provided. 
The maintenance of the temperature and the frequency of the tank temperature monitoring was 
not reported. 
The study reporte-d that the pbotoperiod was constant at 14 hours light/10 hours darkness. The 
guidelines recommend subdued lighting throughout the test and a 12/16 hourphotoperiod. 
Chemical analysis of the tank water was not reported . 
Virkon S for Aquacu}turc was tested at four concentrations. The guidelines recommended 
utilizing five concentrations spaced by a constant factor for tes1ing purposes. 
The study author did not report any monitoring of the test substance concentration or the flow 
rate throughout the study period. 
All fish were newly hatched prior to the initiation of the test; however, the exact age of the fish 
and the handling of the embryos and Jarvae were not provided. 
Hatching and post-hatching success were not reported . 
Six fish were sampled and fixed for histology examination of all organs routinely at 50 days, JOO 
days. The guidelines specify that fish should only be removed from the tan.ks upon dealh. 
The study au1hor did not include any record of the fish behavior and did not report if the length 
of the fish were monitored/mea ured. 
The te t material was supplied by Antee Dupont; however, no additional information regarding 
the test material (lot number, che.mical/physicaJ properties) were provided. 
A Quality Assurance Stalement and the start date of the study were not provided . 
No raw data were provided for statistical method validation . 

SUB~USSJON PURPOSE: Registration 

2 

126



e 

-

DP Barcode: D311802 MRID No: 463493-01 

11. MATERIALS AND ·IETHODS 

A. Test On?;amsms 
' 

Guideline Criteria =· ., - .,; -. Reported Information 
' 

Species: 
• Recommended freshwater - rainbow trout 

(Oncorhynchus mykiss), fathead minnow 
(Pimephales promelas), zebra fish (Danio 
rerio), ricefish (Oryz.ias latipes) 

• Recommended saltwater - sheepshead 
minnow (Cyprilwdon variegatus) 

• Examples of other well documented species 
!isled in guidelines 

Source of ore,unisms: 

Feeding: 
• Time to first f ceding 
Rainbow trout - 19 days post-hatch 
Fathead minnow -- within 2 days of hatching 
Zebra fish -- 6-7 days after spawning 
Ricefish - within 24 hrs of hatch/swim-up 
Sheepshead minnow -- within 24 hrs of 
hatch/swim-up 
• Brood Fish Food Require ments 
Rainbow trout - trout food 
Fathead minnow - frozen brine shrimp 
Zebra fish - brine shrimp nauplii, flake food 
Rkefish - flake food 
Sheepshead minnow - frozen brine shrimp or 
flake food 
• Newly Hatched Larvae Food Requirements 
Rainbow trout - does not require food 
Fathead minnow -- brine shiimp nauplii, newly 
hatched 
Zebra fish - protozoa (filtered from mixed 
culture), prote in (granules from fermentation 
process) 
Ricefish - brine shrimp nauplii, flake food (or 
protozoa or rotifers) 
Sheep head minnow -- brine shrimp nauplii 
• Juveniles Food Requirements 
Rainbow trout - trout starter/4% body weight per 
day/2-4 feeds per day 
Fathead minnow -- brine shrimp nauplii/ad 

3 

• Commercial rainbow trout sac fry 
(Oncorhynchus mykiss) were used in the study 
(pp. 6 and 13). 

• The source of the fish were not reported. 

• The rainbow trout fry were referred to as 
newly hatched at the time of exposure; 
however, the post-hatch timing of the fir t 
feeding was not reported (p. 12). 

• Fish were fed commercial pellets (Silver Cup 
Feeds, Nelson and Sons, Inc., Sall Lake C ity, 
UT) to apparent satiation (pp. 6 and 13). 

• Fry were fed I Ox per day .rnd decreased to 3x 
per day by the end of the trial in accordance 
with normal trout hatchery practice (p. 13). 

• Specifics on percent body weight per day 
were not provided . 
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DP Bnrcode: D311802 

' 
Guideline Criteria 

.. 

libitum 
Zebra fish-- brine shrimp nauplii 
Ricefish - brine shrimp nauplii or flake food or 
rot if ers/brine shrimp once daily; flake food twice 
daily or flake food and rotifers once daily 
Shecpshead minnow -- brine shri mp nauplii/2-3 
feeds per day 

*Other well documented fish species 
requirements listed in guidelines. 

B. Test System 

Guideline Criteria 

Temperature: 
• Must not differ by more than± l .5°C between 

test chambers or between successive days 
• Measured in all test chambers weekly and 

preferably continuously in at least one vessel 
• Specific test species requirements (0C): 
Rainbow trout - lO ± 2 for embryos; 12 ± 2 for 
larvae and juvenile fish 1 

Fathead minnow -- 25 ± 2 
Zebra fish - 25 ± 2 
Ricefish -- 24 ± 1; 23 ± 2 for larvae and juvenile 
fish; this supercedes the requirement for 
temperature control given earlier on in the test 
Sheepsbead minnow -- 25 ± 2 

1the particular st.rain of rainbow trout may 
necess itate the use of other temperatures; brood 
stock musl be held at the same temperature as that 
to be used for the eggs 
*OLber well documented fish species 
requirements lisrcd in guidel ines. 

Salinitv: 
• Sheepshead minnow - should be at 15-30; for 

any given test this shall be performed to± 2% 
• Should be measured in all vessels weekly 

4 

MIUD o: 463493-01 

:Reported Information 
' 

,. ,,:, Reported Information 

• It was reported that the tanks were maintained 
at a constant temperature of 14.5 °C (p. 6, 13). 

• The maintenance of the temperature and the 
frequency of the lank temperature monitoring 
was not reported. 

• All of the tanks contained spring waler. 
SalJnity was not reported. 
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Guideline Crjteria Reported Information 

PhotoQeriod: 
• Rainbow trouL - darkness for larvae until one • The photoperiod was constant at 14 hours 

week after hatching except when they are light/10 hours darkness controlled by timers 
being inspected, then subdued lighting and fluorescent lights (p. 6). 
throughout test ( 12-16 hr photoperiod) 

• Fathead minnow- 16 hr 
• Zebra fish - 12-16 hr; for any given test 

conditions, light regime should he constant 

• Ricefisb - 12-16 llr; for any given test 
conditions, light regime should be constant 

• Sheepshead minnow- 12-16 hr; for any given 
test conditions, light regime shoulr.J he 

e constant 
• *Other well documented fish species 

requirements listed in guidelines. 

Test Chambers: 
• ltny glass, stainless steel, or other chemically • The test chambers were 15 x 150 L fibergJass 

inert vessel can be used tanks (p. 6). 

Handlin~ of embaos and larvae: 
• Initially, may be exposed within main vessel • All fish utilized in this study were hatched 

in smaller glass or stainless steel vessels, prior to the initiation of the testing period. 
fitted wilb mesh sides or ends to permit t1ow 
of test solution 

• May be suspended from an ann arranged to 
move vessel up and down to induce non-

e 
turbulent flow; organisms must always be 
submerged 

• Egg contajners. grids or mesh should be 
removed after larvae hatch, except mesh 
should be retained to prevent escape of fish 

• If need to transfer larvae, should not be 
e posed to air and nel should nol be u ed Lo 

release fish from egg containers 
• Post-hatch transfer time requirements; 
Rainbow trout - 14-J6 days post-hatch 
Fathead minnow - once hatching is 90% 
Zebra fish - not necessary 
Ricefish - from hatch lo swim-up 
Shecpshead minnow - not applicable 

*Other well documented species requirements 
listed in guidelines. 
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•. 

Guideline Criteria Reported Information 

Loadin2 of Fish: 
• Randomly distributed • Initially, 500 newly batched fish were placed 
• At least 60 eggs, divided equally between at in each of the triplicate tanks. The number of 

least 2 replicate test chambers per fish was reduced to 250 fish at 1 g weight. and 
concentration a further reduction to 100 fish per tank was 

• Loading rate low enough to allow oxygen made when fish reached 10 g (300 fish total 
concentration of at least 60% saturation per trc.atment) (p. 6). 
maintained without aeration 

• for flow through test, loading rate not to 
exceed 0.5g/U24 hr and Sg/L of solution at 
any time 

e Dissolved Ox,·~en: 
• Should be measured in alJ vessels weekly • Dissolved oxygen data were not reported . 
• Bet ween 60 and 100% saturation 

ru!: 
• Should be measure-din all vessels at • pH values were not reported . 

bcginn ing and end of test 

,,,.ater: 
• Any water in wltich test species shows contro l • The tanks were supplied with spring water 

survival at least as good as that listed bcJow (14.5 °C) at 4 Umin to the yolk sac fry, 8 
(see Survival Criteria) Umin at swim up, and 16 Umin. at fi rst 

• Dilution water samples should be taken at feeding (p. 13) . 
intervals (e.g., every 3 months) and analyzed • Chemical analysis of the tank water was not 
for heavy metals, pesticides, total organjc n.:porced. 
carbon, major anions and cation!., and 

e suspended solids 
• Acceptable chemical charactc1istics of 

dilution water: particulate matter - <20 mg/L, 
Lotal organic carbon - <2 mg/1. , un-ionized 
ammonia - < lµ g/L, residual chlorine -
<10µg/L, total organophosphorus pesticides -
<50 ng/L, total organochlorine peslicides plu 
PCBs - <50ng/L, total organic chlorine -
<25ng/L 

6 
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Guideline Criteria Reported Information .. . ·: . .. 

Rcne.wal: 
• For flow through systems, require system • Fish were exposed to four levels of Virkon S 

which continually dispenses and dilutes a for Aquaculture. supplied by peristaltic dosing 
stock solution of the test substance pumps. The chemical was prepared at an 

• Flow rates of stock solution and dilution initial dilution of 1 :50 and supplied at an 
water should be checked at intervals during appropriate rate, by pump, so a to supply a 
the test and should not vary by more than 10% final concentration of 2 ppm, 4 ppm, 6 ppm, 
throughout the test and 8 ppm in the incoming water of the test 

• A flo1,v rate equivalent to at Ieasl 5 test t.anks (p. 13) . 
chamber volumes per 24 hr has found to be • The study author did not report any peliod.ic 
suitable monitoring of the flow rate throughout the 

• For semi-static technique, two different study . 

e renewal systems may be followed: ( 1) new • The flow through rate was 16 L/min. at first 
test solutions prepared in clean vessels and feeding (p. 13). 
surviving eggs and larvae gently transferred 
into new vessels or (2) test organisms are 
retained in test vessels wl1ile a proportion (at 
least 2/3) of the test water is changed 

7 
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C. Test Design 

.. 
:) 

Guideline Criteria .•' ):. , ... Reported Information ..,. 

Do es 
• Five concenlrations of lest substance spaced • Virkon S for Aquaculture was tested in 

by a constant factor not exceeding 3.2 triplicate at concentrations of 2 ppm, 4 ppm, 6 
• Use of fewer than five concenrrations, for ppm, and 8 ppm (p. 13). 

example in limit tests, and a narrower 
concentration interval may be appropriate; 
justification required 

• Wht:: n solubilizing agent used, concentration 
should not be greater than 0.1 mLJL and 
shou Id he same in all vessels 

e Controls 
• One dilution water control and, if relevant, • Three control 1anks were tested (p. 13) . 

one solvent control 

ReRlicates Per Dose 
• At least 2 replicates per concentration • Each trealment was conducted in triplicate 

tanks (p. 13 ). 

Frcguencv of Anal)'.tical Determinations and 
Measurements: 
• During test. concentration of test substance • The study author did not report any 

determined at a minimum of 5x is necessary monitoring of the test substance concentration . lf study lasts more than l month, throughout the study period. 
determinations should be made at least once a 
\veek 

e Duration of Test 
• Should start as soon as possible after eggs • All fish were newly hatched prior to the 

fertilized initiation of the test; however, the exact age 
• Should continue until at least all control fisb of lhe fish were not provided . 

have been free-feeding 
• Species-dependent requirements: 
Rainhow trout - 2 weeks after controls are free-
feeding (or 60 days post -hatch) 
Fathead minnow - 32 days from sta11 of test (or 
28 days post-hatch) 
7.ebrn fish - 30 days post-hatch 
Riccfish - ..,0 days post-hatch 
Sheepshcad minnow - 32 days from tart of tes1 
(or 28 days post-hatch) 

8 
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;, 

Guideline Criteria . -:=,-.-
-~ Reported lnfonnution ,-.-. 

Survi'nlJ Criteria {of l'Ontrols) 
• Hatching success (percent) : • Hatching success : Not applicahle 
Rainbow trout - >66 
Fathead minnow - >66 • Post hatch success: Not reported. 
Zebra fish - none provided in guidelines 
Ricefish - none provided in guide lines 
Sheepshead minnow - > 75 

• Post-Hatch success (percent) 
Rainbow trout - 70 
Fathead minnow- 70 
Zebra fish - 70 

e R.icefish - 80 
Sheepshead minnow· - 80 

D. Observations 
., '" 

Guideline Criteria · . . ,,;;::!" - ,- ;-, -·.-. . Ret>orted Information -· -

Staie of' embryonic dcvclo)!mcnt: 
• Embyronic stage at beginning of exposure to • Not applicable to this study . 

the test substance hould be verified a.c; 
precisely as possible 

Hatch.ing and survival: 
• Observations should be made at least once • Mortalities were removed and recorded daily 

daily and numbers recorded and any moribund fish were removed. 

e • Dead embryos, larvae, and juvenile fish dissected, fixed in buffered fonnalin , and 
should be removed as soon as ohse rved preserved for pathological evaluation (p. 6). 

Abnormal a1wearancc: 
• umber of larvae or fish showing abnormality • Fish were sampled for histology routinely at 

of hody form should be recorded al adequate 50 days, 100 days. Six fi sh were sampled and 
intervals depending on duration of test fixed, routinely, for examination of all organs 

• Should only be removed upon death (p. 13) . 

Ahnorrnal behavior: 
• Abnormalities should be recorded al adequate • The study author did not include any record 

intervals depending on duration of lest of the fish behavior. 

9 
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Guideline Criteria Reported Information 

Weight: 
• At end of test, a!J surviving fish musl be • The fish were weighed every 21 days and 

wejghed (individual weights preferred but if weighed approximately 130 grams at lhe final 
fish are espedally small, may be weighed in sampling on day 188 (p. 13-14). 
group by test vessel ; dry weights (25 hr at 
60°C) preferable to wet weights (blotted dry)) 

Length: 
• At end of test. measurement of length • The study author did not report whether fish 

recommended: standard , fork or total length length was measured. 
(if caudal fin rot or fin erosion occurs, 
standard lengths should be used) 

e 
12. REPORTED RES UL TS 

· Guideline Criteria Reported Information 
•' 

Quality assurance and GLP compliance • A quality assurance statement \vas not 
statements included in report? provided. 

• This study was not conducted in compliance 
with U.S. EPA FlFRA ( 40 CFR part J 60) 
since it was conducted to support non ·U.S. 
product uses (p. 3). 

Name of test and investigator, name and • The start date of the study was not provided 
location of laboratory, and start/end dates of (p. J ). 

- test reported'! 

Source of test material, lot number, • The test material was supplied by Antee 
composition, known chemical and physical Dupont; however, no additional information 
properties, and identity and concent.rntion of regarding the test material (lot number, 
any soh;rtmt used reported'? chemicaVphysical propenies) were provided 

(p. 5). 

Nominal test concentrations, means of • Means of measured values, standard 
measured ,,aJues, their standard deviation in deviations and the method by \vhich lhey 
Ole test vessels, and the method by which lltese were obtained were not provided. 
were attained? 

El·idcnce that concentrations of test solutions • Dala rcgardjng the concentration throughout 
hal·e been satisfactorily maintained within ± the testing period were not provided. 
20% of mean measured value.s? 

10 
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.. G~deline Criteria Reported Information 

Method of preparation of stock solutions and • The chemical was prepared at an initial 
frequency of renewal? dilution of 1 :50 and supplied at an appropriate 

rate, by pump, so as to supply a final 
concentration of 2 ppm, 4 ppm, 6 ppm and 8 
ppm in the incoming water of each set of 
tanks (p.13). 

Information 011 characteristics of dilution • The tanks contained spring water. No 
water? additional information on the tank water was 

provided (p. l3). 

Detailed information on feeding? • Yes. (p. 13) . 

- Description of test system and test design • Yes (p. 13) . 
included? 

Water <1uality within test vessels'~ • These data ,vere not provided . 

NOEC and LOEC for each response included? • The NOEC \Vas 4 ppm, the LOEC was not 
reported (p. 5). 

Concentration-response data and curves • A figure shmving cumulative mortality at 
included? each exposure level was reported; however, 

the data used to create lhis graph were not 
provided (p. 14). 

Raw data included? • No raw data were provided. 

Methods and data records reported? • This information was not reported in the 

- study. 

Statistical methods reporkd? • The statistical methods used were reported 
but could not be verified because raw· data 
were not provided (p. 6). 

11 
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Dose Response 
Raw data on the survjval of the fish at each concentration were not provided. Only data pertaining to the 
growth rates of the fish at each partkular concentration level were presented in the report These data 
are surnmari2ed io the table below. 

Growth, Feed Intake, and Feed Conversion Ratio (FCR) of Rainbow Trout Exposed to Continuous 
D r v· k s i A u oseso Jr on or ,quacu ore 

Tcsl Concentration 
Final Weight (g)2 Feed Intake (g)3 FCR4 

(ppm)t 

Control 123 ±3 130±7 1.06±0.05 

2 126± 6 141 ± 4 1.13 ± 0.()4 

4 J38 ±7 133 ± 11 0.97 ± 0.03 

6 131 ± 1 119 ± 8 0.91 ± 0.06 
1 Data not uvailablc for 8 ppm c posurc m Virkon S for Aquaculture due to complet • mortalily at first feeding. 
2 Initial avemge lish weight was 0.08 g. 
3 Feed intake c.,()ressed on an average intake per fish basis 
·
1 Feed conversion m.Uon (H~R)"' fee<l fc<l (as•is basis)/wcight gain (wet-weight hasis). 

Statistical Results 

tatistical Method: 
The study author reported that all appropriate data was analyzed for statistical significance using analysi 
of variance (ANOV A). A significance level of p<0.05 was used and tank mean values were considered 
as the units of observation for the analysis. 

Resul t.(j Synopsis: 

e The study reported that fish at 2 ppm and 4 ppm did not suffer monality at first feeding and they and the 
survivors of 6 ppm then grew on normally under continuous exposure for 100 days and. after the respite 
period, until the end of the study. At first feeding, 8 ppm was a lethal level and 6 ppm appeared to 
represent and LC50. 

Al first feeding: 2 ppm · No mortality 
4 ppm - NOEC 
6 ppm - LC50 
8 ppm • Lethal level 

12 
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13. VERIFJCATION OF STATISTICAL RESULTS 

Statistical Method/Results Verification Synopsis: 

Raw data were not provided with the study repon; therefore, the reviewer was unable to verify the study 
author' s reported results. 

14. REVIEWER'S CO!vt:MENTS: 

No additional reviewer comments. 

13 
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UNITED TATES ENVIRONl\ilENTAL PROTECTION AGENCY 
Washington, D.C. 20460 

October 22. 2004 

T. Jeffrey Jones 
Delta Analytical Corporation 
The agent for 
Antee International, ltd. 
7910 Woodmont Avenue, Suite 1000 
Bethesda, Maryland 20814 

Subject: VIRKONS / 
EPA Registration No. 62432-1 
VIRKON 
EPA Registration No. 62432-2 
Applications Date: November 7, 2003 
Final Receipt Date: November 10, 2003 

Dear Mr. Jones: 

OFFICE OF 
PREVENTION, PESTICIDES 

AND TOXIC SUBSTANCES 

The Agency is currently reviewing information submitted in accordance with FIFRA 
6(al(2) report of studies and incidents with potassium peroxymonosulfate (CAS #70693-62-8), 
which is the active ingredient in the subject products. However, before we can complete our 
review of volume 5 of 12 entitled "Elchem 1384 (High Strength Bleach: Acute Oral Toxicity in 
Rats (MRJD #461190-05)), " the composition of "£/Chem 1384" must be identified. 

Should you have any questions or comments concerning this letter, please contact Dr . 
Jonathan Chen at (703) 305-1287 or me at (703) 308-6422. 

cc: Dr. Chen 

Sincerely, 

Adam Heyward 
Product Manager 34 
Regulatory Management Branch II 
Antimicrobials Division (751 OC) 
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TASK ASSIGNMENT FORM 
Antimicrobial Division/Regulatory Management Branch II 

'A Completed by Produrt Manager 
I 

I ' 
' 

PRODUCT REVIEWER: ;p' /4//2/ h, k r 11· Ri\-18 II TEAM 34 
' / 

Description of Action: EPA File Symbol/Reg No.: 
' '/'/~S L/ ~ ~ 

Decision No. ~~ / ~ !:.5 j Submission No. TJT / //)/p 7 I Fee for Sen·icc Action Code: 

FQPA Action Code: ~{)7-- Non-FQPA Action Code: Fee for Service ftt: S 

MONTH DAY YEAR 

.~ . ATION DATE II c) J 2004 

·/ I /)2_ EPA PIN DATE 2004 

REVIEWER ASSIGNED DATE // '. Jr) 2004 
, 

DAT~ DUE TO PM JI /c} 2004 

DA TE DUE OUT OF AGENCY ·1 I ' / () 2004 ' 
{ I 

Type of Data: Product Acute Efficacy En-vironment.at Ecological Chronic Exposure 
Chemistry D Toxicology 0 0 Fate 0 Effeds 0 Toxicology 0 a 

COMMENTS: NOTE TO ARCTIC SLOPE · PLEASE COMPLETE PART 8 O.F ~ORM. 
. 

e 
I 

DP Barcode No(s): 

LJI I For Arctic Sloee Contract Onl~· · I 
:ontractor; Arctic SloEe ) I Contract No.: 0332 Ill ARCTIC SLOPE!MANAG~-~ 

'.:>raft Task: Signature Final Task: Signature 
(Est. hrs) (Total hrs) 

J Re\'ie·wer's Comments: 

te pon c Code: 17 j Response Date: / //]()/&9= r1 139



UNITED STATES ENVIRONMENT AL PROTECTION AGENCY 
Washington, D.C. 20460 

November 10, 2004 

T. Jeffrey Jones 
Delta Analytical Corporation 
The agent for 
Antee International, Ltd. 
7910 Woodmont Avenue, Suite 1000 e Bethesda, Maryland 20814 

Subject: VIRKON S 
EPA Registration No. 71654-6 
Application November 1, 2004 

Dear Mr. Jones: 

OFFICE OF 
PREVENTION, PESTICIDES 

AND TOXIC SUBSTANCES 

The amendment referred to above, submitted in connection with registration under 
FIFRA sec . 3{c)(7)(A), is acceptable since you have agreed in writing to: 

1 . Submit and/or cite all data required for registration/reregistration of your product 
under FIFRA sec. 3(c)(5) and sec. 4 when the Agency requires al! registrants of 
similar products to submit such data . 

2 . You will submit Product Chemistry data, 830 Series Guidelines for Part A and B 
on DuPont manufactured source material, conducted in accordance with the 
Good laboratory Practices (GLP), within six (6) months from the date of this 
letter. 

If these conditions are not complied with, the registration will be subject to cancellation in 
accordance with FIFRA sec . 6(e). Your release for shipment of the product constitutes 
acceptance of these conditions. 

A stamped copy of the label is enclosed for your records. 

Should you have any questions or comments concerning this letter, please contact Renae 
Whitaker at (703) 308-7003 or me at (703) 308-6422. 

enclosure: 

dam Heyward 
Product Manager 34 

' Regulatory Management Branch II 
Antimicrobials Division (751 OC) 
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Master Label 

VirkonlY S 
BROAD SPECTRUM DJSTI\TFECTANT(, FUNGI ID & ALGAECTDE1 

[Fragrance Free] [Reduced Dye] [Fragrance & Dye Free] 

For Use in Cleaning and Disinfecting Industrial, Animal and Agricultural facilities (OPT.) 

Effective against Viruses 
(including ANINE PARVOVlR S) • Bacteria • Fungi 

For Use in Emergency Disease Control (OPT.) 

For use in leaning and Disinfecting Instilmional and Service Facilities including stores, 
factories, schools, hotels, offices, ships. planes, transportation tenninaJs, supermarkets and food 
warehouses. (OPT.) 

For Use in Emergency Response and On-site Cleanup ( emergency response calls, crime scenes, 
traffic accidents, fires, flood, natural and other disasters) e.g., cars, trucks, ambulances, and 
similar emergency apparatus, tires, wheels, floors, walls, ceilings, paved surfaces· and equipment 
such a ' SCBA, coats, boots, hats, ma.,ks, gloves, axes, J av,,.s of life and similar emergency 

• • 
e.quipment.(OPT.) :·· •• • 

For Use in Greenhouses, Horticulture, and Aquaculture (OPT.) 

A TIVE lNGREDIE TS: 
Pot~ssium peroxymonosulfate . ... . .. .... . .... . .... . . .. .. . . . 
Sodium Chloride . . .. .. . . . . ... . .... . . . ... . .... ... . . .. . .. .. . .. .. 
OTIIER INGREDIENTS . . .. .. ... .. .. ..... . . .. ... .. ... .. .. . . 
TOTAL . . . .. .. .. .. . .. . .... . .... . .. .. . . . .. . ........ . ... . . . .. ... . 

Equivalent to 9.75% Available Chlorine 

21.41 % 
1.50% 

77.09% 
100.00% 

KEEP OUT OF REACH OF CH1LDREN 

DANGER/PEUGRO 

• ••• 
• • • • 
• ••••• • • • • • 
• • • • • • 

See [Back] [Side] Panel[sj [Inside Booklet] for Additional Precautions 

[For l % solution, empty one l .3 oz. sachet into 1 gal. water] 

ACCEPTED 
with C0Mt1EN'I'S 

. EPA L tt~r D ted: 

~'r\' 1 o '',f'l4 I ,,1 

[TABLET FORJv1J 

LP0\\•1JER FORJvf I 

• •••••• • 
• 

•• • • • • • 
• 

•••• 
••• 
•••• • ..... 
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Front Panel Continued 

FIRST AID 

1f in Eyes: • Hold eye open and rinse slowly and gently with water for 
15-20 minutes. 

• Remove contact lenses, if present after 5 minutes then 
continue rinsing eye. 

• Call a Poison Control Center or doctor for further 
treatment advice. 

lf on Skin or Clothing: • Take off contaminated clothing. 

• Rinse skin immedjateJy with plenty of water for J 5-20 
minutes. 

• Call a Poison ontrol Center or doctor for further 
treatment advice. 

If Swallo·wed: • Call Poison Control Center or doctor immediately for 
treatment advice. 

• Have Person sip a glass of water if able to swallow . 
• Do not induce vomiting unless told Lo do so by the poison 

control center or doctor 
• Do not give anything by mouih to an unconscious person 

HOT LINE NU1v1BER 

In case ofemergencycall 1 800441 75 15. Have the product container or label with you when 
calling a poison control center or doctor, or going for treatment. 

Note to Physician: ProbabJc mucosa! damage may contraindicate Lhe use of gastric lavage. 

Net contents: 

EPA Reg. No. 71654-6 

Manufactured for: 
E.I. DuPont de Nemours and Company 
PO Box 80023 
\Vilmington DE 19880-0023 
Questions? CaJI 1 800 441-7515 

EPA Est. No. 62432-EN-001 

Virkon~ Sis a registered trademark of and manufact11Te<l by Anlec International Ltd. 

a DuPont Company 
US Patent No. 4822512 
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[ omment: The list of claims (sites) under "Efl,ECDVE AGAINST'' may be placed in any 
order as long as each subheading and its contents remains intact.] 

EFFECTIVE AGAINST THE FOLLO\Vl G PATHOGENS: 

Ai\ri.MAL AND ZOONOTlC PATHOGE S 

BACTERIA 

Actinobacillus pleuropneumonia 
Bacillus c.ereus 
Bordetella avium 
Bordetella brouchiseplica 
Brucella abortus 

arnpylobacter jejuni 
Helicobactcr pylori 
Clostridium pcrfringens 
Dcnnatophilus congolensis 
Escherichia coli 
Fistulous v,,ithers (Poli Evil) 

Haemopbilus somnus 
Klebsiella pncumoniae 

Listeria monocytogenes 
Moraxella bovis (Pink Eye) 
Mycobactcrium bovis 

VIRUSES 

Adcnovirus Pneumonia 
African Horse Sickness Virus 
African Swine fever Virus (tested "vith 1 % 
soil load and 342 ppm hard \Vatcr) 
Avian bifluenza Virus 
Avian LMyngotracheitis Virus 
Bovine Adcnovirus Type 4 
Bovine Polyoma Virus 
Bovine Pseudocowpox Virus 
Bovine Viral Diarrhea Virns (no hard water) 
Calf Rotavirus (no hard ,vater) 
Canine Adenovirus (Canine Hepatitis) 
Canine oronavirus 
Canine Parainfluenza Virus 
Canine Parvovirus 
Chicken Anemia Vims 

Mycoplasma gallisepticum 
Mycoplasma mycoides 
Pastcurella multocida 
Pscudomonas aeruginosa 
Pseudomonas mallei (Glanders) 

Pseudomonas vulgaris 
almonella ch leraesuis 

Salmonella typhimurium 
Shigella sonnci 
Staphylococcus aurcus 
Staphylococcus epidennidis 
Streptococcus equj (Strangles) 
Streptococcus pyogcnes 

Streptococcus suis 
Taylorclla equigcnitali 
Treponema hyodysentcriae 

C()ital Exantherma Virus 

Distemper Vims 
Duck Adenovirus (no hard water) 
Duck Enteritis Virus 
Egg Drop Syndrome Adenovirus 
Equine Infectious Anemia Virus (Swamp 
Fever) 
Equine Arteritis Vims (no hard water) 
Equine Herpes Vims (Type 1) 
Herpes Virus Equine (Type 3) 
Hog Cholera Virus 
Equine Contagious Abortion Viru 
Equine Papillomatosis Virus 
Equine Influenza Virus (Type A) 
Equine lililuenza Virus (The Cough) 
Feline Calicivirus 
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•eline Herpes Virus 
l•eline Infectious Peritonitis Virus 
Feline Pan1cukopenia Virus 
F ehnc Parvovirus 

FeJinc Rhinotracheitis Virus 

Foot and Mouth Disease Virus 

Infectious Bronchitis Virus 

Infectious Bursal Disease Virus 

Infectious Canine Hepatitis Virus 

lnfectious Pancreatic Necrosis Virus 
Infectious Salmon Anaemia Virus 

infective Bovine Rhinotracheitis Vims (no 
hard water) 

Leptospira Canicola Vims 
Maedi- Visna Virus 

Marek's Disease Virus 

Mouse Parvovirus 

FUNGI 

Aspergiilus fumigatus 

Fusarium monilifonne 

Microsporum canis 

PLANT PATHOGENS 

Alcrnaria solani 
Botrytis cinera 
Colletotrichum coccod s 
Didyme11a bryoniae 

Fusarium oxysponun 
Fusarium solani 
Penicillium oxalicum 
Phomopsis sclerotioides 

ewcastle Diseas Virus 
PCV2 Vims P . 1WS) 

Porcine Parvovirus 
Porcine Reproductive and Respiratory 
Syndrome Virus (PRRS) 

Page 4 

Pseudorabics Virus (Aujesky's Disease) (no 
hard water) 

Rotaviral Diarrhea Vims 

Snakehcad rhabdovirus 

SV40 Virus 

Swine Influenza Vims 

Swine Vesicular Disease Virus 

Transmissible Gastroenteritis Virus (TGE) 
(no hard water) 

Turkey Herpes Virus (no hard water) 

Turkey Rhinotracheitis Virus 

Vesicular Stomatitis Virus 

Trichophyton spp. (Ringwonn) 

Trichophyton spp. (Mud Fever) 

Pyrenochaeta lycoopersici 

Pythinm aphanidennatium 

Rhizoctonia so1ani 
Sclerotinia sclcrotiornm 

Thiclaviopsis basicola 
V crticilli urn dah1iae 

' anthomonas axonopodis 

J:\d ients\antcc\Virkon \ I - LJec 2003 submissaon\proposed hlbel 1 1':ov 2004.wpd 144



HUl\,fAN HEAL TH PATIJOG.iNS 

Hclicobacter pylori 
Escherichia coli 
Human Immunodeficiency Virus (HlV) 

Salmonella typhimuriun, 
Staphylococcus aureus 
Staphylococcus epidennidis 
Streptococcus pyogencs 

Page 5 

Type 1 (on bard, non-porous surfaces) 
Klebsjc11a pncumoniae 
Pseudomonas aernginosa 

Trichophyton mentagrophytes (use 2% 
solution) 

Salmonella cholerasuis 

PRECAUTIONARY STATEi\'IENTS 
HAZARDS TO IIUM S ~<\ND DOl\'lESTIC ANlMAJ,S 

DANGER. Powder is corrosive. Causes irreversible eye damage or skin hums. Harmfol if 
S\.vallmved or absorbed through the skin. Do not get in eyes, on skin or on clothing. Wear goggles 
(or face shield). Wear protective clothing (long sleeve shirt and long pants socks plus shoes and 
chemical resistant gloves such as water proof gloves). Wash hands before eating, drinking, 
chewing gum, ttsi.ng tobacco or using the toilet. Remove contaminated clothing and wash 
clothing before reuse. 

Corrosive statement refers to powder only not in use solution. 

ENVTR01\'l\1ENTAL IIAZARDS 

Do not discharge effluent conlaining this product into lakes streams, ponds, estuaries, oceans or 
other waters unless in accordance with the requirements of a National Pollutant Discharge 
Eliminalion System (NPDES) permit and the permitting authority has been notified in ,vriting 
prior to discharge. Do not discharge effiuent containing this product to sev.rer systems \Vithout 
previously notifying the local sewage treatment plant authority. Fo guidance contact your State 
Water Board or Regional Office of the EPA 

[Comment: The instructions under "DIRECTIONS FOR USE" may be placed in any ordcr as 
Jong as they remain a continuous section on the label.] 

BROAD SPECTR rtvf DlSINFECTA T 
Virkonx, Sis effective against numerous microorganisms affecting animals: viruses, gram positive 
and gram negative bacteria, !imgi (molds and yeasts), and mycoplasma. Efficacy of the 1 °Al solution 
against bacteria and viruses ,vas detem1ined in the presence of 400 ppm AOAC hard water and 5% 
organic material in most cases. The exceptions are noted \Vith qualifier , e.g., "no hard water," "no 
soil load," and · use 2% solution." Virkon S passes the AOAC gemucidal and detergent sanitizer 
test at a concentration of OS% (1 :200) in the presence of200 ppm hard water. Apply a 0.5% (1 :200) 
solution for routine sanitation. 
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D1RECT10 'S l•OR U E 
Tt is a violation of Federal law to use this product in a manner inconsistent with its labeling 

GENERAL INSTRUCTIONS-PO L RY AND I?AJU\,1 PREl\'IlSES 

I . Remove all poultry or other animaJs and feeds from premises, trucks or other vehicles, coops, 
crates or other enclosures. 

2. Remove all litter droppings and manure from floors, wal1s and surfaces of barns pens, stalls, 
chutes and other facilities and fixtures occupied or traversed by poultry or other animals. 

3. Empty all troughs, racks, and other feeding and ,vatering appliances. 

4 . Thoroughly clean all surfaces with soap or detergent and rinse with ,vater. 

5. Saturate surfaces with the recommended disinfecting solution for a period of 10 minutes. 

6. hnmerse all halters, ropes, and other type of equipment used in handling and restraining 
animals, as wel1 as forks, shovels, and. scrapers used for removing litter and manure. 

7. Ventilate buildings, cars, boats, coops, and other closed spaces. Do not house poultry or 
Jivestock or employ equipment until treatment has been absorbed, set or dried. 

8. Thoroughly scrub treated feed racks, mangers, troughs, automatic feeder , fountains, and 
walerers with soap or detergent, and rinse with potab1c water before reuse. 

This powder or tablet fom,ulation is easily diluted for use in manual or machine operations. 

Virko,,® S DILUTION CHART 
Fill container with desired amount of water and add Virkou~ S powder or tablet(:,) to achieve 
recomme11ded solution co1,ce11traiio11. /For a 1% solutio11, add one (1) u,blet to one pint of 
water./ 

Powder 

Quantity of 0.5% Solutio11 1% So/utio11 1% Solution 
Water 

1 Quart 0.15 ormc:es 0.3 OU/lees 0. 7 ounce.\ 

1 Galimi 0.65 ounce:; 1.3 mmces 2. 7 ou1,ces 

10 Gallons 6. 7 ou1tees 13.4 0111, ces 26. 7 ou1tces 

50 Gallons 33.4 ou11ces 66.8 OllltCe.'i 133.5 ounces 
Meaf!11ring cup provided. 
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Tablet 

Quautityof 
Water 

0. 5% Solution 1% Solutio,, 
------1 

2% Sollltiou 

1 Pint 1 tablet 2 tuhlets 

1 Quart ] tablet 2 tablets 4 tablets 

I Ga/1011 8 tablets 16 tablets 
L--- ---

Solutions are stable for 7 d.ays. Do not soak metal bjects in Virkong;. S for long periods - 10 
minutes is maximum necessary c ntacl time. ne gallon of solulion is sufficient Lo treat 135 sq. 
ft. 

POULTRY [PRODUCTTO (AND RATlTE PRODUCTIO ] 

I 
I 
\ 

I 

[CONTROLS: Viruses of Newcastle Disease, Tnfcclious Bronchitis lnfectious Bursa! Disease, 
Avian Laryngotracheitis, Marek's Disease Egg Drop Syndrome, Avian Influenza Turkey Herpes 
Vims and Duck Viral Enteritis. Fungi (molds and yeasts) - Aspergillus flavus, Aspergillus 
fumigatus. Bacteria - Streptococcus pyogcne , Helicobacter pylori, Klebsiella pneumoniae 
Escherichia coli, Salmonella typhimurium, Salmonella chloeraesui , Pseudomonas aeruginosa, 
Staphylococcus aurcus, Staphylococcus cpiderrnidis, Bordetella avitun and Mycoplasma 
gal11scpticum.] (OPT.) 

J:IA TCHERI.ES: Virkon® S at l % solution can be used for cleaning and disinfecting hatchers, 
setters, evaporative coolers, humidifying systems, ceiling fans, chicken houses, transfertmck , trays, 
and plastic chick b xcs. 

Virkon~ S at 1-2% solution is recommended for use in fogging (wet misting) operations as a 
supplemental measure either before or after regular cleaning and di sin fee ting procedures. , og (wet 
mist) until the area is moist using automatic foggers according to manufacturer's use directions. 

BROil.,ER/BREEDER HOUSE : Fol1mv General Jnstmctions to remove poultry and preclean area 
to he treated . Spray tloors and walls with VirkoJ¼i Sat 1 % solution. Thoroughly wash \.Valcrers and 
feeders with a 1 % solution or V irkonilt S. After contacl for 10 minutes, rinse with water. Do not 
house poultry or use equipment until treatment has dried. 

FORATR SANITIZING: Use Virkonii Sat 0.5-1 % solution and fog until surface are moist. Allow 
at least 2 hours before entering treated area. Rinse foggers and sprayers with water followjng use. 

PRO ES SING PLANTS: Spray Virko11i,c at 1 % solution to disinfect and clean ,,·alls ceilings and 
floors . 

SWINE PRODU TlON 

[CONTROLS: Viruses orHogCholcra, Sv.•ineinflucnza, Porcine Parvovirus, Pseudorabies Porcine 
Reproductive and Respiratol)·Syndrome (PRRS), Rotovira1Diarrhca, African Swine Fever and Foot 
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and Mouth Disease. Bacteria of Pleuropneumonia, Treponema hyodyscntcriae and Clostridium 
perf1ingens. Fungi: Fusarium monilifom1c.] (OPT.) 

Follow General Instructions to remove sw·jne and preclean area to be treated. Virkon00 Sat l % 
solution is recommended for cleaning and disinfecting farrowing units, nurseries finisher houses, 
processing plants, and agricultural production equipment such as trucks, waterproof foot,vear 
(such as rubber boots), and associated livestock equipment and instruments. 

Virkonoo Sat 0.5-1 % solution is recommended for use in fogging (wet misting) operations or as a 
upplcmental measure either hefore or after regular cleaning and disinfecting procedures. Fog 

(wet mist) until the area is moist using automatic foggers according to manufacturer's use 
directions. Rinse foggers and sprayers with ,vatcr following use. 

EQUINE PRODUCTION 

BROAD SPECTRUM EQUINE DISINFECT ANT/DET RGENT/W ASH FOR CLEANING 
AND DlSINFECTING STABLES, EQU!PtvfENT, AND AERJALDISTNFECTION 

[CONTROLS: Viruses of African Horse Sickness Equine Viral Arteritis (Pink Eye), Coital 
Exanlhcmrn, Myeloencephalopathy, Rhinopncumonitis, Equine Contagious Abortion, Equine 
Papillomatosis, Equine Infectious anemia (S\.vamp Fever), Adenovirus Pneumonia, Equine 
Influenza (The Cough) and Rhinitis. Bacterial: Clostridial Dianhea, Fistulous Withers (Poll 
Evil), Taylorella equigenitalis, Bordclclla bronch.iseptica, Streptococcus equi (Strangles) and 
Pseudom nas mallei (Glanders). Fungi: Dermatophytosis (Rin~vorm), Dennatophylosis (Mud 
Fever) and Fusarium monilifonne.] (OPT.) 

APPLICATIONS: For cleaning and disinfecting all surfaces, equipment, utensils and 
instruments in Veterinary practices, kennels, stables, catteries, etc. 

USES: 

Stables, Horse Boxes, Box Stalls, Tack, Equipment, and Feed Rooms: Thoroughly cJean and dry 
[ dry clean) surfaces, then ,vash the area manually or ,vith pressure washer with a 1 % Virkon® S 
solution. Rinse with clean water. 
Blankets, Saddle Pads and Rugs: Shampoo by hand or spray lightly with a hand-sprayer and 
leave to dry. Shake or vacuum to remove residue. 
Aerial Spraying to control airborne diseases: Use a hand or knapsack sprayer ,vith fme setting, r 
an automatic spraying system. Spray a 1 % Virko~ S solution for 2-3 minutes twice daily, first 
thing i.n the morning and last thing at night. Rinse sprayers w·ith ,vatcr after use. 

BOVINE PRODUCTION 

[C01. 1TROLS: Viruses of Calf rotavirns Infectious Bovine Rhinotracheitis, Bovine Adenovirus 
Type 4 and Pseudorabies and Foot and Mouth Di ease; Bacteria of Moraxclla bovis 
Haemophilus somnus and !.\tfycobacterium bovis~ Fungi of Fu.sari um moniliforme.] (OPT.) 
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Follow· General Instructions to remove livestock and preclean area to be treated. A l % solution 
ofVirkon~ S is recommended to clean and disinfect areas associated with bovine housing 
stabling, hospital quarantine pens, feedlot facilities, and agricultural production equipment such 
as trucks, 'I.Vater-proof foot\.vear (such as rubber boots), and associated livestock equipment and 
instruments. 

OMP ANION ANIMALS 

[CONTROLS: Viruses of anine Parvovirus, Distemper, cptospira canicoJa l· eline parvovims, 
Feline herpes and Feline calicivims. Bacteria of Staphylococcus aureu Streptococcus pyogencs, 
Klebsiella pneumoniae, and Pseudomonas aernginosa; ·ungi ofMicrosporum canis.J (OPT.) 

[APPLICATIONS] A 1 % solution ofVirko~ Sis recommerided as a "one step" cleaning and 
disinfecting procedure for all surfaces, equipment, instruments, utensils and cages [caging 
systems ]within [ associated with !Veterinary Medical Hospitals, infections disease wards, 
quarantine areas, Humane Society facilities, laboratory animal quarters, grooming and boarding 
facilities, kennels, catteries and animal transpo1tation vehicles. 

Do not immerse metal objects in Virko¾ S for long periods - 10 minutes is maximum contact 
time. 

GREENHOUSES AND HORTICULTURE 

Virkon® S i intended to disinfect inanimate environmental surfaces such as floors, walls, 
glasshouse structures, ventilation and other equipment, benches, utensils, trays, pots and other 
containers, ,valer systems, evaporative coolers, storage rooms and vehicles in greenhouses and 
other horticultural settings prior to introduction or reintroduction of plants, seeds, or soil. Tt is 
not intended to directly affect agricultural production and must not be applied to plants, seeds, or 
soil. If necessary, remove or cover these items prior to use of the product. 

For smfaces and equipment 

1) Sweep and remove all plant debris. Use power sprayer to wash all urfaces to remove .loose 
dirt. 

2) Use a dilution of J: 100 or 1.3 oz. Virkon S per gallon of clean water. Use a dilution of 1 :50 
or 2.6 oz. per gallon of clean water if surfaces that are to be treated have not been pre-cleaned 
,·vith water to remove organic deposits. 

3) Apply solution v.-ith mop sponge power sprayer, or fogger to thoroughly wet all surfaces. 

4) Heavy growth of algae or fungj may have to be scrubbed off following application. 

5) Reapply as often as needed for control. 
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For clean non-porous surfaces 

Pots, flats, trays: Use a dilution of I: l 00 or 1.3 oz. per gallon of clean water. Soak tools to 
ensure complete coverage. 

Benches and work areas: Sweep and remove all plant debris. Use power sprayer to ·wash all 
surfaces to remove loose dirt. Use a dilution of l:100 or 1.3 oz. ofVirkon S per gallon of clean 
,vater. Use a di1ution of 1 :50 or 2.6 oz. of Virkon S per gallon of clean ,vater if surfaces that are 
to be treated have not been pre-cleaned with water to remove organic deposits. 

For evaporative coolers: treat existing algae and slime-contaminated surfaces with a 1: 100 
dilution of Virkon S. Treat cooler water every week with a dilution of 1 :200 or 0.65 oz. of 
Virkon S for every gallon of cooler water. 

Virkon,it, S may also be used to disinfect irrigation tanks and lines. Run a 1 % solution through 
the system or soak equipment in a 1 % solution. Let stand for ten minutes and flush system with 
clean water after treatment. 

V irkon~ Sat 0.5-1 %% solution is recommended for use in fogging (wet misting) operations or as 
a supplemental measure either before or afler regular cleaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggers according to manufacturer's use 
directions. Rinse foggers and sprayers with water following use. 

AQUACULTURE 

Virkot1@ Si intended to disinfect inanimate envirorunental surfaces ass ciated with aquaculture 
including vehicles, nets, boots, waders, dive suits, hoses, brushes and other similar equipment. 
Virkon~ Smay also he used in foot dips. Virko¾ S must not be applied directly to water. 

EqLtipment used in separate sites, tanks ponds in aquacultural settings should be disinfected 
before each new use by soaking for 20-30 minutes in a 1 % Virko°® S solution followed by a 
water rinse. 

Virkon~ Sat 0.5-1 % solution is recommended for use in fogging (wet misting) operations or as a 
supplemental measure either before or after regular cleaning and disinfectLng proce<lurcs. Fog 
(wet mist) until the area is moist using automatic foggcrs according to manufacturers use 
directions. Rinse foggcrs and sprayers with water following use. 

E tERGENCY DISEASE CONTROL (ANJJv1AL HE TH) 

CO't\TIOLS: OIE Li t A Disease organisms including root and Mouth Disease Vims, African 
Horse Sickness Virus, Vesicular Stomatitis Virus, Classical Swine Fever Virus (Hog holera 
Vims), African Swine Fever Virus, Newcastle Disease Virus, and Highly Pathogenic Avian 
funuenza Viru!>, S·wine Vesicular Disease Virus, and Mycoplasma mycoides (Contagious Bovine 
Plcuropneumonia). (OPT.) 
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A l % solution of Virkonl.) Sis recommended to clean and disinfect agricultural facilities and 
equipment, military facilities and equipment; airport facilitie. and equipment, port faciliti es and 
equipment, rail facilities and equipment, quarantine facilities and equipment, slaughter facilities 
and equipment, and other shipping facilities and equipment where animals or soils suspected of 
harboring foot and mouth disease virus might have been previously present. 

Within these facilitie., treated objects include but are not limited to vehicles, fru.m equipment 
(including tractors, ploughing shares, cars and trucks, farm engines, harvesters loaders, mowers 
tillers and laughter machinery), military equipment (including tanks and troop carriers), and 
shipping equipment (pallets, bins, and containers). 

Spray Virkon{R) S at 1 % solution to disin foct and clean walls, ceilings, floors, decks, container 
surfaces, vehicles, wheels, water proof footwear (such as mbber boots), livestock equipment 
utensils and instruments. 

Do not immerse metal objects in Virkol¼, S for long periods - l O minutes is maximum contact 
time. 

DlSThTfECTION LIMITED TO SPECIF1C AND KNO\.V;-'1 DISEASE ORGANISMS 

The instructions above call for use of a J % solution for general disinfection, ho,vever, Virkon S 
is effective against the following disease organisms at the dilution rates specified below. If the 
threat i kno"vn and limited to one of the organisms belmv, Virkon Smay be used at the 
folJO\ving dilution rates: 

Disease Organism 

PCV2 Virus (P if\,VS) 

Dilution 
rate 

1:200 

Oz./GaJ . 

0.7 

USES FACILJT1ES SED FOR TEMPORARY CONFlNEME T OF A.Nl.MALS 

A 1 % solution ofVirkon Sis recommended to clean and disinfect inanimate surfaces associated 
with facilities used for the temporary confinement of animals. Sites may include, but arc not 
limited to, barns, sheds stables, pens, cages, and assocjated ac<.:css alleys or walkways. Virkon S 
may also be used to clean and disi11 feet equipment related to the maintenance of animals found at 
fairs, exhibitions, animal auction yards, animal shovvlboarding facilities or other similar 
agricultural facilities designed for the temporary housing of animals. 

To ensure that Virkon S docs not come in direct contact with animals feed, or water, remove 
animals from treatment site and either remove or cover feed and water apparatus. To ensure 
precise application on inanimate surfaces Virkon S may only be applied using hand-held 
sprayers, sponges on other absorbent materials. Do not allmv Virkon S to pool on surfaces thal 
may be within reach of animals. Do not allow Virkon S to come into direct comact with peopk. 
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AllO\\' Virkon S to completely dry prior to housing animals, using equipment, or allowing people 
to contact treated . ites. 

INSTITUTIONAL AND SERVICE FACTLLTIBS 
(HUMAN HEAL TH) 

ONTROLS: Human Immuno-Deficiency Vims (HIV) Type J (on hard non-porous surfaces), 
Streptococcus pyogencs, Helicobacter pylori Klebsiella pneumoniae, Escherichia coli, 
Salmonella typhimurium, SalmoneJla choleraesuis, Pseudomonas aeruginosa, Staphylococcus 
aureus, Staphylococcus epidennidis, and Trichopbyton mentagrophytcs. (OPT.) 

With Virkon~ S, only one product is needed to clean and disinfect all surfaces except acid
sensitive surfaces such as copper, brass, or aluminum. Do not use Virkon S on these acid
sensitive surfaces. Avoid splashing Virkofl@ S solution on textiles or carpets. Yirkoll@ Smay be 
used on carpeting or other textiles only if area is tested for color fastness before use and treated 
area vacuumed when dry. 

leaning and Disinfecting Non-Food Contact Surfaces: Remove gross dirt and use 1.0% Virkon,ic 
S solution prepared according to the Dilution Chait below. Apply to surface using a mop, sponge, 
brushes or spray device until the surface is visibly clean. Air dry. In cases of fungal or viral 
contamination of non-food contact surfaces, follow these instructions substituting a 2.0% Virkon , 
S solution. 

Sanitizing Toilet Bowls: After flushing, sprinkle 1 oz. Virkon:,:, S powder around the bowl, scruh 
·with a brnsh and leave for 10 minutes. Flush. 

Cleaning and Disinfecting Manikins Used in CPR Training: Manikins should be cleaned as soon 
as possible at the end of each class to avoid dl)~ng of contaminants on surfaces. Disassemble the 
manikin as directed by the manufacturer's instructions. Thoroughly \vash a1l internal and external 
surfaces and reusable protective face shields \Vith a brush using a 1 % Virkon® S solution. Let stand 
for 10 minutes and rinse with potable v,.:ater. 

Cleaning and Disinfocting Hard, Non-porous Surfaces Suspected of HIV Type 1 Contamination: 
Cover heavy spillage of body fluids \Vitl1 Virkon .. S pO\vder. Let stand for 10 minutes, and then 
scoop into plastic bag. Treat bag and its contents as infectious medical waste. Prepare 2% Virkon 
S solution according to the Dilution Chart. Apply to surface to be treated using a mop, sponge, brush 
or spray device unti1 the surface is visibly clean. Air dry. 

SPECIAL INSTR CTIONS FOR CLEANING A.~ DECONT AMJNATION AGAINST ·mv-1 
ON HARD NON-POROUS SURF ACES/OBJECTS SOJLED WITH BLOOD/BODY FLUIDS. 

·Kills HIV -1 on pre-cleaned environmental surface~ objects previously soiled with blood/body nuids 
in health care settings (Hospitals, Nursing Homes, etc.) or other settings in which there is an 
expected 1ikelihood of soiling of hard non-porous surfaces/objects with blood or body fluids, and 
in which the smfaces/objects likely to be soi led with blood or body fluids can be associated with the 
potential for tTansmission of Human lmrnunodcficiency Virus Type l (HIV-1) (associated with 
AIDS). 
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potential for transmission of Human Immunodeficiency Virus Type 1 (HJV-l) ( associated v..'ith 
AIDS). 

PERSONAL PROTECT10N: When handling items soiled with blood or body tluids use disposable 
protective latex gloves, gov,;ns, masks, and eye protection. 

CLEAN1NG PROCEDURES: Blood and other body fluids must be thoroughly cleaned from 
surfaces and objects before application of th.is product. 

CONT ACT TlJv!E: Allm,v surface to remain wet for l O minutes. 

DISPOSAL OF INFECTfOUS MATERIALS: Blood, body fluids, cleaning materials and clothing 
should be autoclaved and disposed of according to local rcgu1ations for infectious ·waste disposal. 

ElvtERGENCY RESPONSE AND ON~SJTE CLEANUP 

Cover heavy spillage of body fluids v.rith VirkoJ¼ S powder. Let stand for 10 minutes, and then 
scoop into plastic bag. Treat bag and its contents as infectious medical waste. 

Prepare 2% Virkon~ S solution according to the Dilution Chart. Apply to surface to be treated using 
a mop, sponge, hrush or spray device until the surface is visibly clean. Air dry. 

STORAGE AND DISPOSAL 

STORAGE: Store in a cool, dry place in tightly closed container away from children. Alv,.-ays 
replace lid after use. 

DISPOSAL: Wash empty container thoroughly and dispose in trash. Do not mix this product 
with other chemicals 
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UNITED STATES ENVIRONMENT AL PROTECTION AGENCY 
WASHINGTON, O.C. 20460 

October 2 7. 2004 

MS. NANCY B. LOMAX 
E.L DUPONT DE NEMOURS AND COMPANY 
DUPONT CHEMICAL SO'LUTlONS ENTERPRISE DJVTSTON 
BMP 23/2161. PO Box 80023 
WlLMlNGTON. DE 19880 

Dear Ms. l.oma.x: 

OFFICE OF : • • • : • 
l'IH'.Vl'".NTION, P'ESTICl!>ES AND 

TOXIC: SlJHST.\Nfoi f.'-

•••• • .. 
• • • • • 
• • • • • • 
• • • • • • • 

• • • • • • • 
• 

• • • • • • • 
• 

•••• 
••• 
•••• • • •• 

Subject Transfer of Pesticide Registrations and Data From Company Number 62432 to 
Company Number 71654 

Pursuant to your request in your letter and transfer agreement of Augm,t 24, 2004, we 
have approved the trn11sfer of the following registrations and data from Al. TEC 
INTERNATIONAL LTD. company number 62432 to E.I. DUPONT DE NEMOURS AND 
COMl?ANY, companymunber 71654. 

The effective date of these changes is the <late of this letter. 

Registered Producl-, 

VIRKONS 
YlRKON 

Pendlng ;&cg!sl'ere<l Products 

HY.PEROX 

Old EPA 

Reg. No. 

62432-l 
62432-2 

Ol<l EPA 
l'ile Symbol 

62432-G 

New EPA 
Reg. No. 

71654-6 
71654-7 

New EPA 
File Swbol 

71654-1 

Yon should indicate the new company designation, new EPA Registration Number and 
new Establishment Number (1.f it has changed) on the labeling at the next printjng which shot1ld 
occur no later than 18 months after the effective date of this transfer. Aller 18 months, any 
product released for shipment must bear the new Registration Numbtrr and Establishment 
Number. T.f you intend to use the labels which currently appear on the transferor's product after 
the effective date of the transfer, but within the l month grace period, you must maintain 
complete and accurate. records which identify by balch number, lot number, or other sttilablc:. 
description the quantities of such product bearing the transferor's label. Each container or 
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package bcariHg the transferor's label which is released after the cffe.ctive date of product 
registration transfer, must be clearly and accurately marked with the batch number, lot number or 
other descriptive designation used to identify the product in your records . 

Supplemental distribution agreements of registered products do not transfer with the 
Section 3 registration. It is your responsibility as the registrant to .notify any and all suppl~mental 
distributors of the transferred product(s) ofth1s transfer agreement. If you wish to enter into 
supplemental distribution agreements of your product(s) under this l1ew· registration, the form 
"Notice of Supple.mental Distribution of a Registered Pesticide Product:· EPA Fonn 8570-5, 
must be submitted to the Agenc;y for each supplemental distributorship . 

You are required to contact your local EPA Regional Office to detennine what effect this 
lransfer of pesticide registrations has on the pesticide production establishment registl'ation. 

Tt will not be necessary to submit labeling for review if the only changes are in the 
company designation and the BP A Registration Number. Other changes ;1~ the produd and/or 
labeling may require EPA review and approval prior to initiation. In :u,y correspondence on 
these products aJways refer to the U.S. EPA Registration Number listed above. 

The transferred registration will have the same status lmder the Federal Insecticide, 
Fungicide and RodeMicide Act, as amended, 7 USC 136 et seq., as it had prior to the approval of 
this transfer. 

When registrations are transforred from one company to a secon.d company, all 
resttictioo.s, data requirements, conditions (suspensio1 s), and dead\i_nes existing on the 
registrations are transferred with the registrations. 'Die new company is responsible for adhering 
to or complying with all such restrictions, etc. on the acquired products. 

In regard. to deadlines, the transferee company i.s responsible for s11bmitting all required 
dat:a according to the schedules al.ready established for the acquired products. Failute to do so 
will result in the issuance of a Notice of Intent to Suspend. Requests from transfeTee companies 
for addi.tional time to submit> because they acquired the registration(s) after the 3(c)(2)(B) 
request was issued wiU not be granted. lf a transferee company has other valid reasons for delays 
111 the testing which were clearly outside of their control, then such requests for time e}l.tensions 
will be considered in accordance with the established procedures. Transfet:s occurring \Vhile a 
3(c)(2)(B) request is being issued or during the 90-day response time are subject to the same 
c-0nditions exprcsse.d above. 

Registration is in no way to be construed as an endorsement or approv,il of these products 
by the Agency. 1n order to protect health and the environment, the AdrninistratoT, on his motion, 
may al any time suspend or cancel the registration of a pesticide in accordance with FIFRA. 

Furthermore, lhe transfer of the subject registrations is approved under the condition that 
the annual maintenance fee obligation has been fully satisfied. The marginal maintenance fr .. -e is 
determined based solely on the total number of a~tive section 3 and section 24( c) registrations 
held by the transferor. If the annual maintenance fee has not been fully satisfied, the transferee 
and transferor will be notified to comply within a specified time period or the affected 
registrations may be canceled. 

s0vS2ss rns =o.L 06.L!? 806 £0L 
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The Agency acknowledges it has received a request for data transfer dated 
August 24. 2004 to transfer data ownership from the transferor lo th.e transferee. The data 
transfer is effective the date of this letter. After this date E.I. DUPONT .OE NEMOURS AND 
COMPANY will be considered the data owner. This action will not automatically rene..ct on tb.e 
Data Subnuttcrs List. If you want to be added to the Data Submitters List, you must subinit a 
request to: 

Document Processing Desk (DSL) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
Ariel Rios Building 
1200 Pennsylvania Avenue, NW 
Washington, DC 20460 

By copy of this letter we are infom1ing the transferor of these changes. [fyou have any 
questions about this transfer approval please contact me at (703) 305-64 74. 

Sincerely, 

Donna G. Parker 
Infonnation Management Specialist 
Infonnation Services Branch 
lnfonnation Resources & Services Div. (7504C) 

cc: MR T. JEFFREY JONES 
DELTA ANALYTICAL CORPORATION, AGENT FOR 
ANTEC TNTERNATTONAL LTD 
7910 WOODMONT AVEl'\1'UE, #1000 
BETHESDA, MD 20814 
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ANALYTICAL 
CORPORATION •••••• • 

• • •••••• • 
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l November 2004 

Mr. Adam Heyward. PM #34 
Antimicrobials Branch 

S EPA 
\Vashington, O.C. 20460 

• • 
•••••• • • • • 
• •• • • • • • 

Subject: Virkon S; !:PA Reg. No. 62432-1 (nmv 71654-6)' Your Letter Dated 21 
October 2004 

Dear Adam: 

Follov,:ing up on our telephone conversation on Thursday, I am n.:sponding to your letter 
of October 2L 2004 (attached). To support my response Tam submitting the follO\,ving 
information : 

Application for Pesticide Registration (EPA ronn 8570-1) 
Proposed Product Label (5 copies); one copy with proposed changes highlighted 

Your letter addressed product chemistry, cflicacy and labeling issues which are addressed 
in turn below. 

Product Chemistry 

With respect to the product chemistry issues, DuPont is prepared to addrc s the following 
data re,quirements for DuPont manufactured sourt:e material by suhmitting or citing 
appropriate data within six months of label approval: 

• 8"'0.1750 Certified Limits 
830.1800 Analytical Method 

• 8"'0.7220 Density 
830.7000 pH . 830.63 14 Oxidation/Reduction 

• 810.6315 Flammc1hil ity 
• 830.6317 Storage Stability 
• 830.6320 Con-osion Characteristics 
• 830.6321 Dielectric Breakdovm Voltage 

7910 Vl/oo<. rnonl Avenue Su1le 1000 Bethe •. dn, h,',aryLond ~CHJ.-1 
(301) 652-51/JS FAX (3Dl} E!J2-5,W8 

••• • • • •• 
• 

•••• 
••• 
•••• • •••• 
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Efficacy Comments 

The efficacy comments revolve around two common themes: First, the test conditions 
under which the data \.Vere co Heeled vary in a few cases, e .g., hard water and/or a soil load 
was not used and in one case a 2% olution ,,.,-as necessary to achieve efficacy. Second, in 
some ca es only one lot of test material was used, neutralizer effectiveness testing ,,.,as 
not conducted, OLP requirements were not observed, etc. As we've discussed none of 
these data were collected for EPA submission since it involves animal, rather than public 
health claims. Now that the Agency has reviewed the data, ·we question the ad isability 
of using the same standard for judging animal health data as for public health data. lf the 
Agency ultimately decide it must use the same standard it should give DuPont time to 
collect and submit the additional dat.a and approve the proposed claims on a time-limited 
basis in the meantime. Nonetheless, as we agreed, DuPont has withdrawn most of the 
claims in question in order to expedite approval of other pending and critical changes to 
the Virkon S registration. 

Note that DuJ>ont has not withdrawn claims for those organisms listed in item no. 6 under 
unacceptable data a these claims were previously approved by the Agency and your label 
comments appropriately did not request their deletion. 

Label Comments 

l. The proposed label claims that the product. Virkon S, is a disinfectant on hard, 
nonporous surfaces in the presence of 400 ppm hard \'\later and 5% organic 
material when u ed for a contact time of IO minutes at a 1: I 00 dilution against the 
follmving microorganisms: Chlamydia psittaci Spring Viremia of carp virus are 
not acceptable. 

2. 

Respon e: These claims have been removed from the proposed label. 

111c proposed label claims that the product, Virkon S, is a disinfectant at higher 
dilution rates for the following microorganisms: African swine fever virus (at a 
1 :800 dilution). Chicken ant:mia viru (at a l :250 dilution): Avian influenza virus 
(at a I :312 dilution), lnfectious bursa! disease virus (at a 1 :250), Transmissible 
gastroenteritis virus (at a 1 :450 dilution), and .Mycopla ma mycoides (at a 1 :200 
dilution) are. not acceptable. 

Response: These claims have been removed from the proposed label. 

3. The proposed label claims that the product, Virkon s. is a disinfectant at higher 
dilution rates for the following microorganisms are not acceptable: 

Classical S\Vine fever virus (at a l: 150 dilution) 
Foot and mouth disease virus (at a l: J 300) 
l\.farek's disease vinis (at a 1 :200 dilution) 
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Newcastle disease virus (at a l :280 dilution) 
Swine vesicular di ease virus (at a 1 :200 dilution) 

Response: These claims have been removed from the proposed label. 

4. lbe proposed label continues to claim effectiveness against Candida albicans ( see 
page 5 and 12 of the proposed label; Human Heallh Pathoge.ns section and 
]nstitutional and Service Facilities section, respectively], although the applicant 
said that such claims have been removed. You must comply ,vith removal of the 
claims against Candida albicans. 

5. 

6. 

Response: These claims have bee.n removed from the proposed label. 

You must make the following changes to the proposed label, as approprjate: 

(a) On page 8, change "Maraxella bovis'' to read Moraxella bovis. ' 
(b) On page l 0, change "Foot and Mouse Disease Virus" 10 read "Foot and 
I\fouth Disease Virus.'' 
(c) On the page 12, change «or other textiles only it area is teste.d" to read 
"or other textiles only if area is tested." 

Response: The requested changes have been made. 

On page 5 of the proposed label, under the section Broad Spectrum Disinfectant, 
there arc ambiguous statements that need to be clarified. Briefly the statement, 
"Virkon S is effective against numerous microorganisms affecting animals: 
viruses, gram positive and gram negative bacteria, fungi (molds and yeast'>), and 
mycoplasma. Efficacy of the l % solution against bacteria and viruses was 
detennined in the presence of 400 ppm AOAC hard ·water and 5% organic 
material,'' is misleading. As mentioned in the Conclusion section, several studies 
\.Vere unclear concerning the final concentration of hard water and the 
presence/absence of organic material. This statement must be correcte.d to reflect 
only the microorganisms that were subjected to the stated test conditions (400 
ppm and organic material). Furthe.rmore, some of the test conditions required 
greater than l % solution to demonstrate efficacy (i.e. , Trichophyton 
menlagrophyte.,), again making the statement listed above inaccurate and 
ambiguous. 

Response: The proposed label has been modified to qualify claims by inserting 
"no hard water," •·no organic soil load," and ••use 2% solution" where appropriate. 

7. Special instructions are required when claims against Human Immunodeficiency 
Virus (HIV) are proposed. An example of these special instructions is listed 
below: 

Special Instructions for Cleaning and Decontamination Against HIV-l on hard, 
non~porous surfaces/objects soiled with blood/body fluids. 
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Personal Protection: Clean-up should ahvays be done wearing protective latex 
glm·es, gov·m~, ma ~k~, and eye-protection. 

Cleaning Procedure: Blood and olher body fluids containing, f-UV-1 must be 
thoroughly cleaned from surfaces and objects before application oflproduct]. 

Disposal of Infectious l\.faterials: Blood. hody fluids, cleaning materials and 
clothing should be autoclaved and disposed of according to local regulations for 
infectious waste disposal. 

Response: The proposed label has been modified as requested. 

The declaration on the label of ''25% Dye" is misleading and must be removed. 
ll1e intended implication is that the formula contains 25% of the dye c-ontained in 
the basic formulation. 

Response: The phrao;e "reduced dye' has been substituted for "25% dye." 

Miscellaneous Label Changes 

Consistent ,1.,·ith the recent registration transfer from Antee Jnternational Ltd. to EJ. 
DuPont de Nemours and Company (attached), I have changed the compan) name and 
address, EPA Reg. No. and emergency contact numbers on the proposed label. 

If you have any questions regarding this submission, please contact me at jjones<@delta
ac.com. Thanks for your assistance. 

Sincerely, 

I (fxf CP~ 
T. Jeffrey Jones, Agent 
Antee (ntemational Ltd., a DuPont Company 

Enclosures 
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Pagel 

Master Label 

\Tirkon00 S 
BROAD SPECTRUM D1SJNFECTANTL, FUNGICIDE & AL AECJDE] 

[fragrance Free) [Reduced Dyel [Fragrance & Dye FreeJ 

For Use in Cleaning and Disinfecting lndustrial, Animal and Agricultural Facilities (OPT.) 

Effective against Viruses 
(including CANINE PARV VIRUS) • Bacteria • Fungi 

for Use in Emergency Disease Control (OPT.) 

For use in Cleaning and Disinfecting Institutional and Service Facilities including stores, 
factories, schools, hotels, offices, ships, planes, transportation tenrunals, supennarkets and food 
warehouses. (OPT.) 

For Use in Emergency Response and On- ite leanup (emergency response calls, crime scenes, 
traffic accidents, fires, flood natural and other disasters), e.g., cars, trucks, ambulances, and 
similar emergency apparatus, tires, \.vheels, floors, walls, ceilings, paved surfaces; and equipment 
such as SCBA, coats, boots, hats, masks, gloves, axes, Jaws of Life and similar emergency 
equiproent.(OPT.) 

For Use in Greenhouses, Hortjculture, and Aquaculture (OPT.) 

ACT1VE INGREDJENT : 
Potassium peroxymonosulfate . .. .... .... .. .. ... .. . . . . . . . . . . 21.41 % 
Sodium Chloride..... . ... . .. . .... .... . .... ... .. ......... ...... 1.50% 
OTHER INGREDIENTS. ... .. .............................. 77.09% 
'fOTAL...................................................... .. l 00.00% 

Equivalent to 9.75% Available Chlorine 

KEEP OUT OF REA H OF CHILDRE 
DANGER/PELlGRO 

• • • 
• • • • 
• • 

.. • 
• • 

• • • • • 

See [Back) [Side] PancJ[s] [Inside Bookl t] for Additional Precautions 

(For 1 % solution, empty one 1.3 oz. sachet into l gal. water] 

[TABLET FORL\.fJ 

[PO\VDER FORM] 

• • •••••• • 
• • ....... 
• 

• 

. . . 
• • • • 

• 

.. 
•••• 
••• 
•••• • • •• 
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Page 2 

Front Panel Continued 

FIRST AID 

If in Eyet : • Hold eye open and rinse slowly and gently ,1v·ith water for 
15-20 minutes. 

• Remove contact lenses, if present after 5 minutes, then 
continue rinsjng eye. 

• Call a Poison Control Center or doctor for further 
treatruent advice. 

If on Skin or Clothing: • Take off contaminated clothing. 
• Rinse skin immediately with plenty of water for 15-20 

minutes . 
• Call a Poison Control Center or doctor for further 

treatment advice. 

If Swallowed: • Call Poison Control Center or doctor immediately for 
treatment advice. 

• Have Person sip a glass Of \vater if able to swallow . 
• Do not induce vomiting unless told to do so by the poison 

control center or doctor 
• Do not give anything by mouth to an unconscious person 

HOT LINE NUMBER 

In case of emergency call 1·80044 ?515. Have the product container or label \Vith you \Vhen 
calling a poison control center or doctor, or going for treatment. 

Note to Physician: Probable mucosa} damage may contraindicate the use of gastric lavage. 

Net contents: 

Manufactured for: 
E.I •. DuPont de Nemours and Company 
PO Box 80023 
Wilmington, DE 19880-0023 
Questions? all 1 800 441-75 15 

EPA Est. No. 62432-EN-001 

V1rkon:i, S is a registered trademark of and manufaclured by Antee lntemational Ltd. 

a DuPont Company 
S Patent No . 4822512 
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[Comment: The list of claims (sites) under "EFFECTIVE AGAINST" may be placed in any 
order as long as each subheading and its contents remains intact.] 

EFU'ECTIVE AGAJNST THE FOLLO\VING PATHOGENS: 

ANll\{ALAND ZOONOTJC PATllOGENS 

BACTERlA 

Actiuobacillus pleuropneumooia 
Bacillus ccreus 
Bordetella avjum 

Bordetella brouchiseptica 
Brucella abortus 
Campylobacter jejuru 
Helicobactcr pylori 
Chlamydia psittacl 
Clostridium perfringens 
Dennatopbilus coogolensis 
Escherichia coli 
Fistulous withers (Poll Evil) 
Haemophilus somnus 
Klebsiella pnetunoniae 
Listeria monocytogcnes 
M raxella bovis (Pink Eye) 
Mycobacterium bovjs 

VIRUSES 

Adenovirus Pneumonia 
African Horse Sickness Virus 
African Sv,,·ine Fever Virus (tested with 1% 
soil lqag and 342 ppm hard ,vater) 
Avian Jo fl ucnza Virus 
Avian Laryngotracheitis Virus 
B vine Adeuovirus Type 4 
Bovine Polyoma Virus 
Bovine Pseudocowpox Virus 
Bovine Viral Diarrhea Virus (no bard water) 
Calf Rotavirus (no hard water) 
Canine Adenovirus (Canine Hepatitis) 
Canine Coronavirns 
Canine ParninOuemm Virus 
Canine Parvovirus 

Mycoplasma gallisepticum 
Mycoplasma mycoidc 
Pastcurella multocida 
Pseudomonas aeruginosa 
Pseudomonas mallei (Glanders) 
Pseudomonas vulgaris 
Salmonella choleraesuis 
Salmonella typhimurium 
Shigella sormei 
Staphylococcus aureus 
Staphylococcus epidennidis 
Streptococcus equi ( trangles) 
Streptococcus pyogencs 
Streptococcus suis 
Taylorella equigcnitalis 
Treponema hyodysenteriae 

Chicken Anemia Virus 
oital Exanthcm1a Virus 

Distemper Virus 
Duck Adcnoviru (no hard water) 
Duck Enteritis Virus 
Egg Drop Syndrome Adenovirus 
Equine lnf ectious Anemia Virus (Swamp 
Fever) 

Equine Arteritis Virus (no hard water) 
Equine Herpes Virus (Type 1) 
Herpes Virus Equine (Type 3) 
Hog Cholera Virus 
Equine Contagious Abortion Virus 
Equine Papillomatosis Virus 
Equine Influenza Virus (Type A) 
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Equine Influenza Vims (The Cough) 
Feline Calicivirus 
Feline Herpes Vims 
Feline Infectious Peritonitis Virus 
Feline Panlcukopcnia Virus 

eline Parvovirus 

Feline Rhinotracheitis Virus 
Fo t and Mouth Disease Virus 

Infectious Bronchitis Virus 

Infectious Bursa! Disease V iru 
Jnfectious Canine Hepatitis Virus 

Infectious Pancreatic Necrosis Virus 
Infectious Salmon Anaemia Virus 
lllfectivc Bovine R11inotrachcitis Virus (no 
bard water) 
Leptospira anicola Vims 
Maedi- Visna Virus 
Marek's Disease Virus 

Mouse Parvovirus 

FUNGI 

Aspergillus fumigatus 
Fusarium monilifonne 

Microsporum canis 

PLANT PATHOGENS 

Alernaria solani 
Botrytis cinera 
Colletotrichum coccodes 
Didymclla bryoniae 
Fusarium oxysporum 
Fusarium solani 

Pe11icillium oxalicum 
Phoruopsis sclcrotioides 

ewcaslle Disease Virus 
PCV2 Virus (PMWS) 

Porcine Parvovirus 

Page4 

Porcine Reproductive and Respiratory 
Syndrome Virus (PRRS) 
Pseudorabies Virus (Aujesky's Disease) (no 
hard wat.er) 
R r j ' • 'S . .. ' . . F € rr1aormv11 us etHpio c pn11g ~ 11em1a o arp 

(S\/€) virus) 

Rotaviral Diarrhea Virus 

Snakehead rhabdovirus 

SV40 Virus 
Swine h1fluenza Virus 
Swine Vesicular Disease Virus 
Transmissible Gastroenteritis Vims (TGE) 
(no hard water) 
Turkey Herpes Virus (no hard water) 
Turkey Rhinotracheitis Virus 

Vesicular Stomatitis Virus 

Trichophyton spp. (Ring\vonn) 
Trichophyton spp. (Mud Fever) 

Pyrenochaeta lycoopersici 
Pythium aphanidcrmatium 
Rhizoctonia solani 
Sclerotinia sclerotiorum 
Thielaviopsis basicola 
Vetticillium dahliae 
Xanthomona<; axonopodis 
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HUMAN HEALTH PATHOG iN 

llelicobacter pylori 
Eandida albicans 
Escherichia coli 

Salmonella cholera uis 
Salmonella typhimmium 
Staphylococcus aureus 
Staphylococcus epidermidis 
Streptococcus pyogcnes 

Page 5 

Human Immtmodeficiency Virus (HLV) 
Type 1 (on hard, non-porous surfaces) 

Klcbsiclla pneurnoniae 
Pseudomonas acmginosa 

Trichophyton mentagrophytes (use 2% 
solution) 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANThlALS 

DANCER. Pow·der is corrosive. auses irreversible eye damage or skin burns. Harmful if 
swallowed or absorbed through the skin. Do not get in eyes. on skin or on clothing. \V car goggles 
(or face shield). Wear protective clothing (long sleeve shirt and Jong pants, socks plus shoes and 
chemical resistant gloves such as water proof gloves) . Wash hands before eating, drinking, 
chewing gum, usi.ng tobacco or using the toilet. Remove contaminated clothing and wash 
clothing before reuse. 
Corrosive statement refers to powder only not in use solution. 

ENVIRONJ\·IENT L HAZARDS 

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries oceans or 
other waters unless in accordance with the requirements of a National Pollutant Discharge 
Elimination System (NPDES) permit an<l the permitting authority has been notified in writing 
prior to discharge. Do not discharge effluent containing this product to sewer systems without 
previously notif)fog the local sewage treatment plant authority. Fo guidance contact your State 
\,Yater Board or Regional Office oftbe EPA. 

[Comment: The instructions under 'DIRECTIONS FOR USE'' may be placed in any order as 
long as they remain a continuous section on the label.] 

BROAD SPECTRUM DISINFECT A NT 
Virkon.g S is effective against numerous microorganisms affecting animals: virnses, gram positive 
and gram negative bacteria, fungi (molds and yeasts), and mycoplasma. Efficacy of the 1 % sollltion 
against bacteria and viruses was detennined in the presence of 400 ppm AOAC har<;l water and 5% 
organic material in most cases. The exceptions are noted with qualifiers, e.g., "no hard water," "no 
soil load," and "use 2% solution." Virkon,;, S passes the AOAC germicidal and detergent sanitizer 
test at a concentration of 0.5% ( 1 :200 in the presence of 200 ppm hard waler. Apply a 0.5% (1 :200) 
solution for routine sanitation. 
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DTRECTlONS FOR USE 
lt is a violation of Federal law· to use this product in a manner inconsistent \Vith its labeling 

GE1'1ERAL INSTRUCTIONS-PO .. TRY AND A.Rl\1 PREMISES 

1. Remove all poultry or other animals and feeds from premises, trncks or other vehicles, coops, 
crates or other enclosures. 

2. Remove all litter droppings and manure from floor , walls and surfaces of barns pens, stalls, 
chutes and other facilities and fixtures occupied or traversed by poultry or other animals. 

3. Empty all troughs, racks, and other feeding and watering appliances. 

4. Thoroughly clean all surfaces with soap or detergent and rinse with water . 

5. Saturate surfaces with the recommended disinfecting solution for a period of 10 minutes . 

6. Immerse all halters, ropes, and other types of equipment used in handling and restraining 
animals, as well as forks, shovels, and scrapers used for removing litter and manure. 

7. Ventilate buildings, cars, boats, coops, an<l other closed spaces. Do not house poultry or 
livestock or employ equipment until treatment has been absorbed, set, or dried. 

8. Thoroughly scrub treated feed racks, mangers, troughs, automatic feeders, fountains, and 
waterers with soap or detergent and rinse with potable ·water before reuse. 

This powder or tablet formulation is easily diluted for use 111 manual or machine operations . 

Virkon® S DILUTION CHART 
Fill conlailler with de~ired amount of water and add Virko11® S powder or tablet(.1;) to achieve 
recommended solution co11ce1ttratio11. {For a 1% , olutio11, adtl 011e (1) tablet to one pint of 
water./ 

Powde1· 

Quu11tity of 0.5% Solutiou 1% Solution 2% Solutio11 
Water 

1 Q11art 0.]5 (JUnCCS (l.3 om,ces 0. 7 ounces 

J Gallon 0.65 ounce!i 1.3 ou11ces 2.7 ounces 

10 <ial/011s 6. 7 ounces 13.4 ounces 26. i OllflCeS 

50 GaJ/011.,· 33. 4 QUTl('(!S 66.8 (JII/ICl!S 133.5 QllllCe~ 

Mea!mri1tg cup provided. 
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Tablet ,-------
/ Q11a11tity of 
I Water 

.------- --
0.5% Sohltiou - 1% Solutio11 ~ 2% So/utio,i I 

I 
\ 1 Pi1tt I tah/t!t 2 fab/l!(S 

I 1 Quart 1 tablet 2 tablets 
l 

,/ tablets , 

L _ !_Gallo11 __ _ 4 tablets 8 tablets 
- - - -- - - - L -- - -- -- -

16 tablets I - '- -- - - - - - - - - _) 

Solutions arc stable for 7 days. Do not soak metal objects in Virkon . for long periods - I 0 
minutes is maximum nece 'Sary contact time. One gallon of solution is sufficient to treat 135 sq . 
ft. 

POULTRY [PRODUCTION] (AND RATlTE PRODUCTION] 

[CO TROLS: Virnses of Ncv,1castle Disease, infectious Bronchitis, Infectious Bursal Disease, 
Avian Laryngotracheitis, Marek's Diseas , Egg Drop Syndrome, Avian Influenza, Turkey Herpes 
Virus and Duck Viral Enteritis. Fungi (molds and yeasts) - Aspergillus flavus, Aspergillu 
fumigatus. Bacteria - Streptococcu pyogencs, Hclicobacter pylori, Klcbsiella pnem11oniae, 
Escherichia coli Salmonella typhimurium, Salmonella chloeracsuis, Pseudomonas aernginosa, 
Staphylococcus aureus, Staphylococcus epidermidis, Bordetclla avium and 1ycop1asma 
ga11isepticum.J OPT.) 

HATCHERIES: Virkofl@ S at 1 % solution can be used for cleaning and disinfccti.ng hatchers, 
setters, evaporative coolers, hw11idi fying system , ceiling fans, chicken hou ·es, tran fer trucks, trays, 
and plastic chick boxes. 

Virko¾ S at 1-2% solution is recommended for use in fogging (wet misting) operation as a 
supplemental measure, either before or after regular cleaning and disinfecting procedures. Fog (wet 
mist) untjl the area is moist usjng automatic foggers according to manufacturer's use directions . 

BROTI.,ER/BREEDERHOUSES: Follow General Tnstructions toremovepoultryan<l preclean area 
to be treated. pray floors and ,..,•alls wilb Virkon~ Sat J % solution. Thoroughly wash waterers and 
feeders with a 1% solution ofVirkono11; S. Afl:er contact for 10 minutes, rinse with water. Do not 
house poultry or use equipment until treatment ha dried. 

FOR AIR SANITIZING: Use Virkon S at0.5-1 % solution, anc.l fog w1Lil surfaces are moist. Allow 
at least 2 hours before entering treated area. Rinse foggers and sprayers ,vith water following use. 

PROCESSING PLANTS: Spray Virko11oo Sat 1 % solution to disinfect and clean walls, ceilings and 
floors . 

S\XflNE PRODUCTJ01 r 

[CONTROLS: Viruses of Hog Cholera, Swine influenza, Porcine Parvovirus, Pseudorahies,Porcine 
Reproductl ve and Respiratory Syndrome (PRRS), Rotoviral DimThea, Afhcan S\.vine Fever and Foot 
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and Mouth Disease. Bacteria of P1europneumonia Treponema hyodysenteriae, and Clostridium 
perfringens. Fungi: Fusarium moniliforn1e.] (OPT.) 

Follow General Instructions to remove S\.v1ne and prcclean area to be treated. Virkon® Sat I% 
solution is reconunended for cleaning and disinfecting farrowing uni Ls, nurseries, finisher houses, 
processing plants, and agricultural production equipment such as trucks, ,vaterproof footwear 
(such as rubber boots), and associated livestock equipment and instruments. 

Virkon.~ S at 0.5-1 % olution is recommended for use in fogging (wet misting) operations or as a 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggers according to manufacturer's use 
directions. Rinse foggers and sprayers with water following use. 

EQ NE PRODUCTION 

BROAD SPE TRLJ111 EQUINE DISINFECTANT/DETERGENT/WASH FOR CLEANING 
AND DISINFECTING STABLES, EQUIPMENT, Ai'\/D AERIAL DISINFECTION 

[CO:l\T'fROLS: Vimses of African Horse Sickness, Equine Viral Atteritis (Pink Eye). Coital 
Exanthen11a, Myeloenccphalopathy, Rhinopncumonitis, Equine Contagious Aho1tion, Equine 
Papillomatosis, Equine Infectious anemia (Swamp fever). Adenovirus Pneumonia, Equine 
In nucnza (The Cough) and Rhinitis. Bacteria]: lostridial Diarrhea, Fistulous Withers (Poll 
Evil), Taylorella equigenitalis, Bordetella bronchiscptica, Streptococcus cqui (Strangles) and 
Pseudomonas mallei (G1andcrs). Fungi: Dermatophytosis (Rin~vonn), Dcrmatophylosis (Mud 
Fever), and Fusarium monilifonne.] (OPT.) 

APPLICATIONS: For cleaning and disinfecting all surfaces equipment, utensi ls and 
instruments in Veterinary practices, kennels, stables, caUeries, etc . 

USES: 

Stab}(;:S, Horse Boxes, Box Stalls, Tack, -. quipment, and Feed Rooms: T horoughly clean and dry 
[dry clean] Sllrfaccs, then wash the area manually or with pressure washer with a 1 % Virkon«i S 
solution. Rinse with c1ean ,vater. 
Blankets, Saddle Pads and Rugs: Shampoo by hand or spray lightly with a hand-sprayer and 
leave lo dry. Shake or vacuum to remove residue. 
Aerial Spraying lo control airborne diseases: Use a hand or knapsack sprayer with fine setting, or 
an automatic spraying system. Spray a I% Virkon.it S solution for 2-3 minutes t\vice daily, first 
thing in the morning and lasl thing at night. Rinse sprayers with water after use. 

BOVINE PRODUCTION 

l CONTROLS: Viruses or alf rotavims, Infectious Bovine Rhinotracheitis, Bovine Adenovirus 
Type 4 and Pseudorabies and Foot and Mouth Disease; Bacteria ofMoraxclla bovis, 
Haemophilus somnus and Mycobacterium bovis; Fungi of Fusarium moniliforme.) (OPT.) 
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Follo,v GeneraJ Instructions to remove livestock and preclean area to be treated. A 1 % solution 
of Virkon11: S is rec.ommcnded to clean and disinfect areas associated with bovine housing 
stabling, hospital quarantine pens, feedlot facilities , and agricultural production equipment such 
as trucks, water-proof fool wear (such as rubber boots), and associated livestock equipment and 
instruments. 

COMP ANTON ANT lALS 

[CONTROLS: Viruses of Canine Parvovirus, Distemper, Leptospira canicola, Feline parvovirus, 
Feline herpes and Feline ca]icivirus. Bacteria of Staphylococcus aureus, Streptococcus pyogenes, 
Klebsie11a pneumoniae anc.l Pseudomonas aeruginosa; Fungi ofMicrosporum canis.] (OPT.) 

(APPLICATLONS] A 1 % solution of Virkon,F; Sis recommended as a ''one step" cleaning and 
disinfecting procedure for all surfaces, equipment, instruments, utensils and cage [caging 
systcms]within [associated with)Veterinary Medical Hospitals, infections disease wards, 
quarantine areas, Humane Society facilities, laboratory animal quarters, grooming and boarding 
facilities, kennels, catteries and animal transportation vehicles. 

Do not immerse metal objects in Virkon ., S for long periods - 10 minutes is maximmn conlact 
time. 

GREENHOUSES AND HORTICULTURE 

Virkon,gs S is intended to disinfect inanimate environmental surfaces such as floors, walls, 
glasshouse structures, ventilalion and other equipment, benches, utensils, trays, pots and other 
containers, water systems, evaporative coolers, storage rooms, and vehicles in greenhouses and 
other horticu1tural settings prior to introduction or reintroduction of plants, seeds, or soil. tis 
not intended to directly aITect agricultural production and must not be applied to plants, seeds, or 
soil. If necessary, remove or cover these items prior to use of the product. 

For surfaces and equipment 

1) Sweep and remove all plant debris. Use power sprayer to wash all surfaces to remove loose 
dirt. 

2) Use a dilution of 1: 100 or 1.3 oz. Virkon S per gallon of clean water. Use a dilution of 1:50 
or 2.6 oz. per gallon of clean waler if surfaces that arc to be treated have not been pre-cleaned 
with water to remove organic deposits. 

3) Apply solution with mop, sponge, power sprayer or fogger to thoroughly ,1v·et all surfaces. 

4) Heavy growth of algae or fungi may have to be scrubbed off fo llo,ving application. 

5) Reapply as often ,rn ne ded for control. 
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For clean non-porous surfaces 

Pots, f1ats, trays: Use a <.lilution of l: 100 or 1.3 oz. per gallon of clean water. Soak tools to 
ensure complete coverage. 

Benches and ,vork areas: Sweep and remove all plant debris. Use power sprayer to wash all 
surf aces to remove loose dirt. Use a dilution or 1: 100 or 'I .3 oz. of Virkon S per gallon of cJcan 
water. Use a dilution of 1 :50 or 2.6 oz. of Virkon S per gallon of clean ·water if surfaces that are 
to be treated have not been pre-cleaned with water to remove organic deposits. 

For evaporative coolers: treat existing algae and slime-contaminated surfaces with a 1: 100 
dilution ofVirkon S. Treat cooler water every \veek with a dilution of l :200 or 0.65 oz. of 
Virkon S for every gallon of cooler water . 

Virko¾ S may also be used lo disinfect irrigatio11 tanks and lines. Run a 1 % solution through 
the system or soak equipment in a I% solution. Let sland for ten minutes and flush system with 
clean water after treatment. 

Virkonlll S at 0.5-l %% solution is recommended for use in fogging (wet misting) operations or as 
a supplemental measure either before or after regular cleaning aml disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic loggers according to mariufacturer's use 
directions. Rinse foggers and sprayers with water following use. 

AQUACULTURE 

Virkonil!: S is intended to disinfect rnanimate environmental surfaces associated whh aquaculture 
including vehicle.s, nets, boots, waders, dive suits, hoses, hrnshcs and other similar equipment. 
Virkon ., Smay also be used in foot dip . Virkon<l<l S must not be applied directly to water . 

Equipment used in separate sites, tanks, ponds in aquacultural settings should be disinfected 
before each new use by soaking for 20-30 minutes in a 1 % Virkon® S solution followed hy a 
water rinse. 

Virkon® S at 0.5-l % solution is recommended for use in fogging (wet misting) operations or as a 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggers according to manufacturer's use 
directions. Rinse foggers and sprayers with waler following use. 

EMERGENCY DISEASE CONTROL (AN1Jv1AL HEALTH) 

CONTROLS: OIE List A Disease organisms including Foot and Mouth Disease Virus, African 
Horse Sickness Virus, Vesicular Stomatitis Virus, Classical Swine Fever Virus (Hog Cholera 
Virus), African Swine Fever Vims, Nevvcastle Disease Virus, and Highly Pathogenic Avian 
Influenza Virus, Swine Vesicular Disease Virus, and Mycoplasma mycoides (Contagious Bovine 
Pleuropneumonia). (OPT.) 
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A 1 % solution ofVirkonxi Sis recommended to clean and disinfect agricultural faci1itie. and 
equipment, military facilities and equipment; airport facilities and equipment, port facilities and 
eqttipmcnt, rail facilities and equipment, quaranttne facilities and equipment slaughter facihtics 
and equipment, and other shipping facilities and e,quipment where animals or soils suspected of 
harboring foot and moulh disease vims might have been previously present. 

Within these facilities, treated objects include but are not limited to vchjcJes, farm equipment 
(including tractors, ploughing shares, cars and trucks, fann engines, harvesters, loaders, mowers, 
tillers and slaughter machinery) military equipment (including tanks and troop carriers), and 
shipping equipment (pallets bins, and containers). 

Spray Virkon,1o; Sat 1 % solution to disinfect and clean walls ceilings, floors, decks, container 
surfaces vehicles, wheels, \vater proof footwear (such as rubber boots), livestock equipment 
utensils and instruments . 

Do not in1merse metal objects in Virkon,:. S for long pe1iods - 10 minutes is maximum contact 
time. 

DISINFECTION LI 1ITED TO SPECIFIC AND KNOWN DISEASE ORGANISM 

The instructions above call for use of a 1 % solution for general disinfection, however, Virkon S 
is effective against the following disease orga11isms at the dilution rates specified below. lfthe 
threat is known and limited to one of the organisms below, Virkon Smay be used at the 
following dilution rate : 

Disease Organism 

Afiican s~u1c Fe~e, Vi1tt5 
Chicken At1ernia Vi1t1s 
e 1 · l s · F H. fH er I H • , t!SS!CctWtnCC\.CI "1rusog10 era: "trt1S 

Foot and Mouth Disease V:i:t us 
Highly P.tthogenic A:vian lnAttenza Vi1 us 
Marek's Disease Vir ttS 

Newcastle Disease Vii us 

Infections Dmsal Disease Virt1s 
Swil1e Vesiet1lru: Disease Virus 
T1 ansnns~ible G,ish oentcr itis Virn1; 
MyeoplasnM r,rycoides (Contagions Bovine Pku1op11eui11otn"aj 
P V2 Virus (P 1IWS) 

Dilution 
rate 

~ 

H-5B 
~ 

1. 1300 
H+z 
HOO 
HEB 
H-5B 
HOO 
-t:4-50 
HOO 
1:200 

Oz./ al. 

&.z 
M 
&.9 
&.-t 
&.5 
&:9 
&.-5 
&.6 
&.-r 
(H 

0.7 
0.7 

USES IN FACILITIES ·sED FOR TEMPORARY CONFINEMENT OF ANI.MALS 
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A 1 % solution of Virkon Si. recommended to clean and disinfect inanimate surfaces associated 
\vith facilities used for the temporary confinement of animals. Sites may include, but are not 
limited to, barns, sheds stables p ns, cages, and associated access alleys or \Vaikways. ' irkon 
may also be used to clean and disinfe.ct equipment related to the maintenance of animals found at 
fairs, exl:uhitions, animal auction yards, animal show/boarding facilities, or other similar 
agricultural facilities designed for the temporary housing of animals. 

To ensme that Virkon S docs not come in direct contact with animals, feed, or water, remo e 
animals from treatment site and either remove or cover feed and water apparatus. To ensure 
precise application on inanimate surfaces, Virkon S may only be applied using hand-held 
sprayers, sponges on other absorbent materials. Do not allow Virkon S to pool on surfaces that 
may be whhin reach of animals. Do not allo'.v Virkon S to come into direct contact with people. 
AJlow Virkon S to completely dry prior to housing animals, using equipment or allowing people 
to contact treated sites . 

TNSTlTUTJONAL AND SERVICE FACILITIES 
(HUMAN HEALTH) 

CONTROLS: Human lmmw10-Deficiency Virus (HN) Type 1 (on hard, non-porous surfaces) 
Streptococcus pyogenes, Helicohacter pylori Klebsiclla pnem11oniac, Escherichia coli, 
Salmonella typhimurium, Salmonella choleraesuis, Pseudomonas aeruginosa, Staphylococcus 
aureus, Staphylococcus epidermidis, Ca:ndida alhicaus and Trichophyton mcntagrophytes. 
(OPT.) 

With Virkonlll: S, only one product is needed to clean and disinfect all surfaces except acid-
ensitive surfaces such as copper, brass, or aluminum. Do not use Virkon on these acid

sensitive surfaces. Avoid splashing Virkon® S solution on textiles or carpets. Virko~ Smay be 
used on carpeting or other texti1cs only if area is tested for color fastne. s before use and treated 
area vacuumed when dry . 

Cleaning and Disinfecting Non-l•ood Contact Surfaces: Remove gross dirt and use 1.0% Virko1~ 
S solution prepared according to the Dilution Chart below. Apply to surface using a mop, sponge, 
brushes or spray device until the surface is visibly clean. Air dry. In cases of fungal or viral 
contamination of non-food contact surfaces, follow th se instructions substituting a 2.0% Virkol¼ 
S solution. 

Sanitizing Toilet Bo\vls: After flushing, sprinkle 1 oz. Virkon® S pm1,,•dcr around the bow), scrub 
\.vith a brush, and leave for 10 minutes. Flush. 

Cleaning and Disinfecting Manikin Used in CPR Trairung: Manikins should be cleaned as soon 
as possible at the end of each class to avoid drying of contaminants on surfaces. Disassemble the 
manikin as directed by the manufacturer's instructions. Thoroughly wash all intema1 and external 
snrfaces and reusable protective face shields ·with a brush using a I% Virkon~ S solution. Let stand 
for 10 minutes and rinse with potable water. 

Cleaning and Disinfecting Hard, Non-porous Surfaces Suspected of HlV Type l Contamination: 
Cover heavy spillage of body fluids with Virkot~ S pm.vder. Let stand for 10 minutes, and then 
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scoop into plastic bag. Treat bag and its contents as infectious medical waste. Prepare 2% Virkon 
S solut1on according to the Dilution Chart. Apply to surface to be treated using a mop sponge, brush 
or spray device until the surface is visibly clean. Air diy. 

SPECIALJNStRt.JcnONS FOR CLEANING AND DECONTAMINATION AGAINST ·mv-1 
ON HARD NON-POROUS SURFA9EWOBJECTS S01LED WITH BLOOD/BODY FLU10S. 

·Kins IDV -1 on pre-cleaned environmental surfaces/objects previously soiled with blood/body fluids 
in health care settin~s (Hospitals, Nursing Homes, etc.) or other se~s in which there is an 
expected likelihood of soiling of hard non-porous surfaces/obiects with blood or body fluids, and 
in which the surfaces/objects likely to be soiled with blood or body fluids can be associated with the 
potential for transmission of Human Immunodeficiency Virus Type l (HJV-1) (associated with 
AIDS). 

PERSONA'.{,, PROTECTION: When handling items soiled with'blo~d or ~dy fluids use dJ.swsable 
• protective latex gloves, gowns, masks, and eye protection. 

• CLEANING PROCEDURES: Blood and other body fluids must be thoroughly cleaned from 
surfaces and objects before application of this product. 

• • 

CONT ACJ' .TJME: Allow surface to remain wet for 10 minutes. 

DISPOSAL OF INFECTIOUS MATERIALS: Blood. body fluids. cleaning materials and clothing 
should be autoclaved and disposed of according to local regulations for infectious waste disposal. 

EMER E1 1CY RESPON E AND ON-SITE CLEANUP 

Cover heavy spiUage ofbotly fluids with Virkon~ po,.vder. Let stand for 10 minutes, and then 
scoop into plastic bag. Treat bag and its contents as infectious medical waste . 

Prepare 2% Virko¾ S solution according to the Dilution Chart. Apply to surface to be treated using 
a mop, sponge, brush or spray device until the surface is visihly clean. Air dry. 

STORAGE AND DISPOSAL 
STORAGE: Slorc 1n a cool, dry place in tightly closed container avvay from children. Always 
replace lid after use. 

DISPOSAL: Wash empty container thoroughly and dispose in trash. Do not mix this product 
" ith other chemicals 
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PM•,11 r••d J,-;,..,.tlo- on .,_,.,.. l,Jo,-. co -. Form Annrov<'lcl 0MB No. :;-.-:- --- . .. , •imira• 2· ~A.CU; 

.. Unit&d States ~ Registration 
OPP ldantifier ~rnb6r 

&EPA Environmental Protection Agency Amendment 295783 Washington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2 . EPA Product Manager ! 3. Proposed Cla11~~ication 
71654-6 Adam Heyward I Gj None D Restricted 

4. Company/Product (Nam1t) /PM# l Vlrkon S 34 

5. Neme and Address of Applicant (lnclud<J ZIP C{}dll) 6. Expedited Reveiw. In accordance with FIFRA Section 3{cl(3) 
E.1 . DuPont de Nemours and Company c/o Delta Analytical (bltil, my product is similar or identical in composition and labeling 
Corporation, 7910 Woodmont Ave. Suite 1000, Bethesda, to: 
MD 20814 EPA Reg. No. 

D Ch11ck ff this is a nsw addrflss Product Name 
Section - II 

~ ...,.,,.m,at - E""'" bolow. LJ Final pr/ntad labels in ritp1lon11e to 
Ag.ency letter dated 

Resubmission in response to Agency letter dated 21 OCT 04 0 -Me Too" Application. 

Notification - Explain below. D Other· Explain beJow. 

Explanadon: Use &dditlonel pege(sl If nocesssry. ffor section I aod Section 11 .) 

Submission of revise<! label in response to comments in Agency le tte r dated 21 October 2004 

·---- Section - Ill 
~. Memfal Thie Product Will~ In: 

Child-Resistant Packaging ] Unit Pook,g;ag ~~ng 2 . Type of Contain1tr 

~ .. 
I El Yes . Yes 

~ Mots ~ No / No 
Plastlc 

No Gh111u, 

tion must "Yes" No. per ' If "Yes- No.
1
~ 

f'eper 
/ Unit Packaging wgt, container Package wgt container ~ Oth11r (Spee1fy) 

'ttt,d 
I --' 

3. Loc•tion of Net Contents lnfo,mation 4 . Slze(t) Retail Conta.io1tr 5 . location of Labe ctions 

I ' I / Container LJ Lebel 

6 . Manner in Which Lebel is Affixed to Pro.duct L1 Lithograph D Other 
Paper filuad ... 
Stenoi ad 

Section - IV • • ···---1. Contact Point (Compfeto itr;rms directly below for idBntificstion of i11di11idvlfl to be contactttd, if nt1C6$.Ssry, to ptoceu this 11pp1fc11tion.) - - · I Title 
• . 

Name /el\Pllfne No: M"Me Area Code) 
Jeff Jones : 3~, ft52 5495 • 

·-- - Agent, Antee lnt'l Ltd. a DuPont Co. -
Certification •••••• 6. D11te Application 

• • Recalwd I ce,tify that the statements I have made on this form and all ettachmentt thereto ere true, accurate and comp19ta• • •• • I acknowledge that eny knowfinglly felS& or misle&ding stetsment mev be punishable by fine or imprisorvnent or : tSt;llnped. . ' ..... b0th undor eppl1c.abl11 ow. • ! 
• 

2. Signature ~CP~ 3. Title •• •• • •••• • • 
Agent, Antee Int'/ Ltd . a DuPont Co. •••• 

• ••• • 
4 , Typit<I Name 5 . Date •••• 
Jeff Jones November 1, 2004 

EPA Form 8570-1 (Rev. 3-94l ?tevious e<lltions ere obsolete. Whit• - EPA Fi4e Copy (ori9inal) Yellow ·~Copy 
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Pia•• ,..d ,,,.-~,. on ,.....,.. b•f,,,.. comnl-6,_ fo,__ Form Annroved. 0MB No. 2070-0060 

\ United States § Registration OPP ld•ntifier Number 

&EPA Environmental Protection Agency Amendment 295783 
Washington, DC 20460 Other 

Application for Pesticide - Section I 
1 . Company/Product Number 2. EPA Product Mana~r 3. Proposed C1auiflcation 

4. Company/Product (Name) PMI ONone D RMtricted 

5. Name and Addr••• of Applio.ant (lnclu<# ZIP CodttJ 6. Expedited Review. In ac~ordance with FIFRA Section 3(cJl3) 
{b)Ci), my product is similar °' Identical in composition and labeling 
to: 

EPA Reg. No. 

D Check. If this l.s • new addrtl$S Product Name 

Section - II , . .., ......... _ ......... D Final printed label• in rocponu to 
Agency letter dated 

Res-ubmla.sion In responu to Agency letter dated D ·Ma Too• Application. 

D Notification· Explain below. D Other· Explain below. 

Explanation: Uae edditlonel page(a) if naoessery. (For section I and Section 11,) 

Section - Ill 
1. Ma1•riel This Product WJI Be Packaged In: 

Child-Resistant Pedc.agino Unit Packaging Wat•f Soluble Packaging 2. T'iP• of Conta1nar 

~ y,.• BY•• 8 v •• §Mot~ 
No 

P1111tio 
No No Glaas 

·,;cation must If ~ve11• No. par If •y.,• No. per Peper 
Unit Packaging wg1. container Package wgt container Other {Specify) 

be $Ubmifted 
I 

3. Location of Net Content, Information 4, Sizels) Retail Container 5. Location of Label Oit~tiona 

D 0 Container 
B Onl.abel 

Label On Labeting accompanying product 

6. Manner in Which Label is Affixed to Product i---- Lithograph 0 Other - P~er ~lued 
Steoci&d 

Section .. ,v • • •••••• 
1. Contact Point (CompJ11t• itM11S dirttetfy blllow for id11ntHic•tion of lndMdual to b• contact•d, if n•c11SSftry, to proCtt$$ thi!I a,,plic•fion.J 

Name Title : 1"1 f hone !Oo. (Include Aru Code) 
• • • • • • 
......... -... 

Certification • • 8. Date Application • • 
I certify that the statements I have made on this form and ell etteehmants thereto ere true, accurate and compllte. • R cei ed 

I acknowledge that any knowingly telse or misleading statement may ta punishable by fine or imprisonmenf • • ·, tamped) • both under eppficable law. • • • ••• • ••• 
2. Signature 3. Title • • •••• 

•••• • •••• 
4. Typed Name 5. Oat• 

.. 
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PAPERWORK REDUCTlON ACT NOTICE and INSTRUCTIONS 

PAPERWORK._FU;DJJ,CTION ACT NOTICE; Public reporting burden for lihls oolleotion of information i• estlmatoci to av&,age 0 .8S hour p1tr 
r.cponH, iocludi,ig tlrn11 for n1view,ing insuucfKIUo,,Aarchiog alc'.11':;tin.g data fl.ources, gatherioi;i and mail'ltaining ti'le d.ata needed, and complstiog al'ld 
reviewing thfl coll1otion of inform&tiQn. S~l'ld corl'nt!l!')U regarding lh, burden 1stlmat1 or any other aspect cf thi1'l collaetlon of info!lnetion, including 
sugge:61ion5 for rod'ueing tt'lis burden, to Chief, lnformaticm Poli~v Br111'1Ch, (2.1361, U.S. :Environmontar Proteetlon Agonoy, 401 M S1tn1et, SW, 
Washington, CC 20400. 

1'NSTRUCTIONS: This form is to 'be 11un;d for 611 applieetiant for now reg1itnition, end UH rerogi:nn1tion, amo,ltdment, r&$Ubmiuion, to appllc.atioM 
for notffie•1ioJ111, final printed lllbellng, reregistration, eto. In ordar to pro0es1 110 applle•tion for • now registration aubmitted oo this fom,, the 
followii,,gi material muat acoClft1:)any the applicat(on: 

t. Cortmcatlol'!I wlith RO!!!paet to Citatio-n of Data (EPA Form 8570-291. llf n.ot .xempted by 40 CFR 1 S2.i1 (b) 14)); 
2.. ,toQfidel'ltlill Stat.,...nt of Foffl"IUl,a CE:PA Fomi 8570-4); 
3. Formulator·• Exemption Statement (EPA Form 8570-27); 
4. Flw copiM of draft !libeling; 
s. TiwM oopi• of My d,n. ,uhmtted; 
6. Authori:tation litttet whtlNI applicable: 
7. M,at,icH wheM applicable. 

$ubmiulon ol labelfflg • labelif!Q should flrat ba submitted in lh• fi;im, of draft labels with •IJ appllcatlont fo, new regiatration. Such dr11f1 labe1a mav be 
lrnhe form of typed label telrt on I .5 x 11 inch papm for .ubminion or • mOffll.up ef tha propoHd laMI. 11 pr,~ for mockup, it 1hould bt 
c. on1uructltd in• way at'? f.ec~itete storege, in 11n 8.5 x 11 inch file. Moctc.u,p 1ab11l1 sig.nifL~ent1v llfflflller thon 8.5 x 11 incluls should be mounted ol: ·. . 

1 x 11 inch pap•r for wbrniaaion, 
1 Submlaslon ol Det11 • Date ,ubmltt&d in support of thia applieation muat be auhmitted in accordanc• with PR Notice 86-5. 

, 'Sf.EC{FIC INSTRUCTIONS: Pleas11 1,ead tho instrue1i,;in,, li~hd below befo~• compliii1ing this applic:aticn. Finn det•mne the t';ile 1:1f ragiatration 
action, listed in Block A. for which ~u ar11 submitting thi11 appUcetion.. For applicatlDl'IS submitted In ¢01\nec:tlon with N11w Registration ectiol'III, Stte.tlon1 
I, 111, 11nci IV must be eamplatfld by the appllcent. For applicatii;m:a :wbmlned tn con1110otion ·with amended reregistration actions, ra11Ul:iminicna, 
no1ific.e1ioo&, N!Mgiatratlons, etc., Sedons I. II, 11od IV mun b11 CDmpleted by the applicant. 
BIIJQ A· Check the appropriate 11etion for wh1ch ygu are subm,jning thi• form., 

SECTION I· Th~• Hcticn mus.t b-e eomp'letaiJ, as applle,able, for 4111 re'1i•tiration acmons. 

1. Company/Product Number - Insert your Company N1.1mbef, a one haa bean esRign11d bv EPA.. Thi• oombof m11y have bean Mlligned to you H 1 

balio reuistrent. a distribot0r, or 11111 a.n establishment. If your product is r11gister6d, ini:en tha Ptl'odue-t Number • 
.2. £PA Prodau:t Mm111111r ~Uknown. fill in the nama and PM number of the EPA Product Manager. 
3. Proposed Clusifiation - Speeify the propo11ed claHification of thi11 product. 
4. Produe1 Nam.~ Ent,r t~ complete 1>roduct name of this ;iestic;Jcl11 M kt wiU app1111r on. th& label. The Mme mu•t be epe,cffic to tni1 produ.ct oro1y. 

Duplication of namn 1t1 not permltt&d ernor.ci _products ot the Hm• con1pa.ny. Do not include env br!llnd name u.- compa.nv line daignfiions. 
5. N•m.t1 and AddNIN of A.ppGeiu11t • The l\!lffle of the firm or pol'lilon 1111d 11d'.dr11Bs ahown in your 11pplieei10111 ii, the p11ft1on ot firm to whom rho 

tegi11ratio111 will be issued. If you a,e aoting in b&half of anothof party, '(OU mu.at submit authorizatlon from that p11rtv to act for them in regi1tr11tion 
m111tt11r1. An applieant run r1111idi11g in the Unlted State-:1 must have an euthorized &gem. rHid~ng in ttie United State, to act f0r them in ell 
registration m11tter11. The name and complete mftllling address of suoh 110 a~ient fFKJln aeeom,pany thi1 application. 

6. Elq»tidltedJ Rltvlew - FIFRA ne1tion 3 le) 3, IEl,) prow:las for expedited r,eview of applieatioO!i, tor regilltration. or snonumel'ltS to nhnlng fflglstrim 
that are s1mir,ar or id entiear to otmf p,e:stieide proch.11cts t1'111t ,are currently n:,ljli~tered with \he EPA. In ord11r for your ap:pli-eatio11 (I) be eligiole fo 
11:irpedited review, vuu ITIU!!t provide u11> with the EPA Re,,.fstration Numbef 11nd procluet name of tho product you bo1iow is 'lirnilar to, or identical 
vcur produe.t. The produet h11.1Bt b• lllirnilar or identical in both tomiul.a'lion end labeled Ut1H. 

SECTION II • Thi• ~lion fflYlit be oomplet•d fO'I' all aoplicatiom submitteit to amend: th• rei;Ji1,tration O'"'V of• ou~ren11y reglaterad prucluct 
IAmondmenll, 1of e raaubmiasion in iceapon&a to 11n Aliloncy lotter, for notifications to the Agency, fo.r tho submlsc.-io" of fil"MII printed !:ab.Ung, for 
rffogi1tration &ncl for any otb11r eotion that pertai n1 to e sptr.ific EP A·niglsten,d product. This H<11lon ta !l!?! l!! h! u•fld for a new application for 
,oginr&tioti. 
1. 5u~jact Df, 11ubmiNion • Check the, 1ppl1eabl e block and pr avid., the Ago ncy letter date if _,propriate. Pirome 11, br,i 11f explan.11tion of the pu rpoH 1,1 

far th11 .ubmlssion, such as ~the addition of e i;:ito, past or crop (speoifyl~; "'emend the Confichmti11I Statemant of Fom,ula by ...• •; •reregistralion 
NDmiHion~;" ~ . lebel revillion ,of 1,1aa dlrectlnna..~ Anaeh a n;par11te page if addlt.iomil space is needed • 

• SECTION Ill IP• agin and' Container ~nforma1ionl - This Sectl1in must M c:ampleted for 1111 appllc,ations submitted in C(lnnaction with new 

r.glstrrioJI ef Q end 
1. Tw,e of Packa~in • Checlc t , pr riat11 block if your 1m:iduct wm b11 packaged in th• indicat•d i;iackagin; 'VP'••· 

lrnlioettt the til3 of the indi · ual pa ets and number per te-ft1JJ comalnar. 
2. Typo of RtthlU Container Tl e of container in whtch product will be marketed, 
3. Lot;11tiu111 of Net Coments - I _ i l'.ho location. cf the nat contents i nfom,aticn «or your product, 
~- SiaC.I ot Flllll .n nu - S city the not eontentt of all retail oo/lltalners for youf p1odu~ 
5. L.ot.:,a1i:on of Us• re cna - the I ocation of lh, Ulfl directions for ygur product. 
6. Manner in 'lllflich abe ii 1ffl roduct. lndlcat!Ki the rnett\Od product l11b11l i!l attached t0 reteil eont ·ner • 

•••• ,ti • 

SECTIQ.N ~V !Co Pointl - Thi, Se-c:tion rnust be eomp4eted for 1111 epi;ilic-'!l,tion• for Re-i;i,stration actions, i.e., MW pmductfl registration, 

..... 
i-S. Se-ft-eJt:1l11n.atory. 
6 . EPA UH Only. 
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UN'ITEO STATES ENVIRONMENT'AL PROT1ECTilON1 AGENCY 
WASHINGTON, D.C. 20460 

Oc~ober 27, 2004 

MS. NANCY B. LOMAX 
E.l. DUPONT DE NEMOURS AND COMPANY 
DUPONT CHE1UCAL SOLCI10NS ENTERPRISE DIVISION 
BY1P 2312161. PO Box 80()23 
WILYUNGTOK DE 19880 

Dear Ms. Loma~ : 

OFFICE Of 
PREVENnON, PESTICIDES AND 

TOXIC SUBSTANCES. 

Subject Transfer of Pesticide Registrations and Data From Company Numher 62432 to 
Company Number 71654 

Pursuant to your request in your letter and transfer .agreement of August 24, 2004, we 
have approved the transfer of the following registrations and data from ANTE.C 
INTERNATIONAL LTD, company number 62432 to EL DUPO~TT DE NEMOIJRS A:t\i'O 
COJviPANY, company number 7?654. 

The effective dm:e of these changes is the date ofiliis letter. 

Registered Products 

VIRKONS 
VlRKON 

Pending Registered Products 

HYPEROX 

OJdEPA 
Reg. No. 

62432-1, 
62432-2 

Old EPA 
File S\'Illbo.! 

62-B2-G 

New EPA 
Reg. No. 

71654-6 
71654-7 

New EPA 
File Swbol 

71654-T 

Y(.)U should i.ndicate the new company designation, new EPA Registration Number and 
ne,;i., Establishment Number (if it has cb.angcd) on the labe]ing at the next printing which should 
occur no later than 18 months after the effecfrve date of this trnnsfor. After 18 months, any 
product released for shipment must bear the new· Registration Nw-nber and Establishment 
Number. If you intend to use ithe labels which currentl. appear on the transferor's product after 
the effective date of the transfer but within the 18 month grace, period, you must maintain 
complete and accurate records which identify by batch number, Jot number, or other suitable 
description the quantjties of such product bearing the transferor's labeL Each container or 
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package bearing the tra:nsferors fabel which is released afler the effective date of product 
r,egistration transfer; ,nust be ,cleady and accurately marked with the batch number1 tot nmnber or 
other descriptive designation us,ed to identify the product in your :records. 

SuppletnentaI distribution agree:ments ofre.gistcred tJroducts do not transfer with the 
Section 3 registration. ltt is your responsibility as the registrant to notify any and an supplemental 
dis.tri'butors of ithe transferred product(s) of this tra.ra:sfor ayee.rnent. I.fyou wish to enter into 
supplemental di stribul 1 on agreements of your product( s) under th is new rcgi strationt the· fonn 
"Notic,e cf Supp'!emcntal Distribution of a Registered Pesticide Product," EPA fonu 8570-5. 
must be submitted to t}1e Agency for each supplemental distributorship; 

Y cm a,e required to contact your loca] EPA Regional Office to dete:nmne what effect this 
transfer of pesticide registrations has on the pes11cide production establishment re2istration. 

H wm 11:ot be necessary to submit labeling for .review if the only changes are in the 
company designation and the EPA Registration Number. Other changes in the product and/or 
labding may require EPA review and approval prior to initiation. ln any corr,esponde.nce on 
these products always refer to the US. EPA Registration Number 1isteo! above . 

The transferred registration win have the sanu: status illlder the Fede.ral Insecticide, 
Fungicide and Rodenticide Act, as amended, 7 US•C 136 et seq.,. as it had prior to the approval of 
this trans fer. 

When r·e2i.strations are transferred from one company to a second comp,any, a]l 
restrictions, data requirements, conditions {suspensions), and deadlines existing on the 
·registrations are trans.ferred with. the regi.strations. The new company is responsibte for adhering 
to or complying with an such restrictions, etc. on the acquired products. 

In regard to dead]ines~ the transfer,ee company is respousibJ,e for submitting aU required 
data according to the schedules alr-e..ady estabHshed for the acquired products. Failure to do so 
wi11 result in the issuanc,e of a otice of Intent to Suspend. Requests. from transferee oompanies 
for additional time to submit, because they acquired the registration(s) after the 3(c}(2)(8) 
request was issued will .not be granted. U a transferee company has other valid reasons for defays 
in the testing which w,ere clearEy outside of their control, then such requests for time extensions. 
wiU be considered in accordance with the established procedures. Trmis.fors .occuning whUe a 
3(c)(2)(B) request is being issued or during the 90-day response time iwe subject to the same 
conditions. expres.sed above. 

R!egistrat.ion is in no way to be con:stmed as an endorsement or approval of these products 
by the Agency. ln order to protect health and the environment, the Administrator, on his. motion; 
may at any time suspend ,or cancel the registration of a pesticide in accordance with HFRA.. 

Furthermore. the transfer of the subj,ect registn1tions is approved under the condition that 
the a.mmar maintenance fee obligation has been foHy satisfied .. The marginal maintenance foe is 
determined based solely on the ~otal number of active section 3 and s,ection 24(c) registra'tions 
held by the transferor. If the annual maintenance fee has not been fully satisfied, the transferee 
and transferor wiU be· notified to comply within a specified. tim.e period. or the affected 
registrations may be canceled. 
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The Agency acknowl,edges it has receiv,oo. a tl.::qUest for da:ta transfer dated 
August 24, 2004 to transfer da:ta ovmershlp from the transferor to the transferee. The data 
transfer is. effective the date of this letter. After this date E.L DliPONT DE NEMOURS Ahrn 
COrviP AN1:'' wi.H be considered the data owner. This actfon ,,ii] not automatically reflect on the 
Data SubmJtters List H you wruu to be add,ed to the Data Submitters List. you must submit a 
request to; 

Document Processing Desk (DSL) 
Office of Pesticide Programs ,(7504C) 
U.S. Environmental Protection Agency 
Arid Ri.os Building 
1200 Pennsylvania A venue, l\"\V 
Washington, DC 20460 

By c,opy of this letter v,le are informing the transferor of these changes. ff you have any 
questions about this transfer approval please contact me at (703) 305~6474. 

cc: 

Sincere]y, 

... 
¥,..,(,.~ 

Donna G. Parker 
.In fonnation Management Specialist 
lnfonnaHon Services Branch 
lnformatioo Resources & Servfoes Div. (7504C) 

:rvfR. I. JEFFREY JONES 
DELTA ANALYTICAL CORPORATION. AGENT FOR 
ANTEC LITTERNA TIONAL LTD 
7910 WOODMONT A VENUE, #1000 
BETHESDA,. MD 20814 
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TASK. ASSIGNMENT FORJ.;t. 
' . 

Antimicrobial Divisfon/Regu]atory Management Branch H 

~ompleted by Product Manager 
I 

I .PRODUCT RE:V,JEWER: RMB H TEAM-2!_ 

Descrip,tlinp of Ac Hon; 

FQPA Adio:n Code: 

.APPLICATION DAT£ 

EPA PIN DATE 

~\VER ASSIGNED DATE 

DAT~ DUE TO PM 

DA'l"E DUE OUT .OF AGENCY 

Type of Data: Product 
Chemjstry 

COMMENTS 

• 
DP Barcode No(s): 

Submission No .. · 

Acute 
To1icology IJ 

EPA FiJe Symbol/Rtg No.: 

-/ 
Fee Fur Service Action. Code; 

F,ee for Serv_ice Fee: S 

VEAR 

2004 

2004 

2004 

2004 

Enviro11mental · EcologicaJ · I Cflr'ontc Exposure 
Fate D Effects Cl _Toxkolog}' o Cl 

For Arctie Slo e Contract Onl_v · 

:'.:ontractor: Arctic Slope ! I Contract No.: 0332 J j ARCT~~ SLOPftMANAGER · 

)raft Task: Signature _ _ ___ _ _ _ Final task: S.iig,iature _ ___ _ _ ____ _ 

-= 
(Est. hrs) (Total hrs) 

. J_ Reviewer'• Comments: 

tesponse Code: = I I 
> 

I Response Date: / tjZ!-tJP i J 
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I~. ,Q. .. -.~ ...... '.;;; UNITED STATES ENVIRONI\IBNTAL PROTECTION AGENCY :S.: ,Vashingtoo, D.C. 20460 

~~~i 

,October 21,, 2004 

T. Jeffrey Jones, Agent 
Delta Analytical Corporation 
Antee International Ltd. 
791 O Woodmont Avenue, Suite 1000 
Bethesda, MD 20B14 

Subject Virkon S Disinfectant 
EPA Riegistration No. 62432-1 
Letter Dated January 5, 2004 

Dear Mr. Jones: 

0.E't'ICE OF 
PREVENTION, PESTIC_DE S 

AND TOXIC SOBSTANCES 

The following amendment submitted! in ,connection with reg1istraUon under the Federal 
ins,ecticide, Fungicide, and Rodenticide Act, as. amended, is unacceptable for the following 
reasons. 

Proposed Amendments: 

• Additi,ona! efficacy claims (review of efficacy data) 
• Revised basic and several alternate oonfid e nti a1I statement of formula ( C SF) ( see CS F s 

dated O 1 /05/04) 

Product Chem~s.try Comments:. 

1. You claimed exemption from the requirements to submit data responding to series 
830, Group B because the subject product is an end-use product. The active 
ingredients, tiowever, are not purchased from a registered source, therefore, 
requiring the formu'lator to satisfy the data requirements of Group B. The source 
material postassi um mo nope roxysu If ate in tt,e referenced MR ID #41 0574~01 was 

. The source af the same active ingredient 
in the current application is Dupont Chemicals Inc., an unregistered supplier. 

2, MRID #410574-01 : The data contained in the study responds to the requirements of 
OPPTS Test Guidelines 830, Group B. The report is 'unacceptable. Y,ou must 
submit data responding, to aH applicable test guidelines of Groups A & B. 

3. MR11D #420924-01: The data contained in the sturdy responds to the requirements of 
830.6317. The study is unacceptable due to it not be.Ing of the source materia'I of 
the current unreg,istered supplier. 
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UNITED ST ATES ENV IRONMEN'P,AL PROTEC1'10N AGENCY 

4. Alternative language describing the decreased dye content is required for the 
alternative formulation having  dye. 

Efficacy Comments: 

A. Acceptable data {Bacteria and Fungi): 

1. The submitted confirmatory efficacy data support the use of the tablet form of the 
product, Virkon S, as a broad-spectrum disinfectant with bactericidal activity against 
the following microorganisms on hard, non-porous surfaces in the presence of 400 
ppm hard water and a 5% organic soil load (fetal bovine serum) for contact time of 
10 minutes at a 1: 100 use dilution: Salmonella pholeraesuis and Staphylococcus 
aureus. 

2. 

3. 

The submitted efficacy data support the use of the product, Virkon S, as a 
disinfectant with bactericidal activity against the following microorganisms on hard, 
non-porous surfaces in the presence of 400 ppm hard water and a 5% organic soil 
load (fetal bo~tne serum} for a contact time of 10 minutes at a 1:100 dilution: 

Bacillus cereus 
Salmonella typhimurium 
Staphylococcus epidermidis 
Streptococcus pyogenes 
Shigella sonnei 
Listeria monocytogenes 

Pseudomonas aeruginosa 
Bruce/la abortus 
Campylobacter jejuni 
Escherichia coli 
Klebsiella pneumoniae 

The submitted efficacy data (MRID No. 461660-11) support the use of the product, 
Virkon S, as a disinfectant with fungicidal activity against Trichophyton 
mentagrophytes on hard, non-porous surfaces in the presence of 400 ppm hard 
water and a 5% organic soil load (fetal bovine serum} for a contact time of 10 
minutes at a use dilution of 1 :50 . No growth was observed in any subcultures of the 
carriers tested against the'two product lots. Neutralization confirmation testing 
showed positive growth of the organism. Viability controls were positive for growth. 
Dried carrier counts were at least 104

, which is consistent with the Agency's interim 
policy. [ For more details about this interim policy, see Section Ill of this efficacy 
report.] 

Unacceptable data: 

1. The submitted efficacy data (MRID No. 462650-03) do not support the use of the 
product, Virkon S, as a disinfectant against Mycoplasma mycoides subspecies 
mycoides on hard, non-porous surfaces in the presence of a 5% organic soil !oad 
(horse serum) for a contact time of 10 minutes at a 1: 100 dilution and 1 :200 dilution. 
Dried carriers counts were at least 104

. Although no growth was observed in the 
subcultures, only one product lot was tested thus not satisfying the requirements set 
forth by DIS/TSS-1. Furthermore, GLP was not followed. Finally, label claims for 
efficacy at 400 ppm synthetic hard water was not substantiated by the submitted 
data . 

COHCUfiRENCES 

.......... ....... ' ...................... .. .............................. . .. .. ...... . ..... , ................................................... . 
'YMBOL ~ I 
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UNITED ST ATES ENVIRONMEN]Al PROTECTION AGENCY 

2. The submitted efficacy data (MRID No. 461660-06) do not support the use of the 
product, Virkon S, as a disinfectant against Chlamydia psittacl on hard, non
porous surfaces in the presence of 400 ppm hard water and a 5% organic soil load 
(serum) for a contact time of 1 O minutes at a 1: 100 dilution. Neutralizer 
effectiveness testing was not conducted, to determine if residual active ingredients 
are present after neutralization. Neutralization effectiveness is determined by the 
following procedure: One lot of the test agents are used for the neutralizer 
effectiveness control. Th is control will be processed exactly as the test procedure 
but instead of the inoculum, balanced salt solution is added. Post test, and 
neutralization , a 1.0 ml sample is divided into two portions, one for cytotoxicity and 
the other for neutralizer effectiveness. The neutralized sample is serially diluted in 
balanced salt solution and the test organisms will. be added to each dilution and 
incubated for a period equivalent to the contact time. These samples are then used 
to inoculate host cells. 

Acceptable data (Viruses): 

1. The submittec}efficacy data (MRI D No. 461660-19) support the use of the product, 
Virkon S. as a disinfectant with virucidal activity against Porcine circovirus type II 
on hard, non-porous surfaces in the presence of 400 ppm hard water and a 5% 
org~nic soil load (serum) for a contact time of 10 minutes at a 1 :200 dilution. 
Complete inactivation {no growth) was indicated in all dilutions tested. Cytotoxicity 
was not observed. A recoverable titer of at least 104 was observed. :. 

Unacceptable data (higher rates): 

1. For approval of higher dilution rates (MRID No. 461660-12) against Classical 
swine fever virus, Foot and Mouth Disease virus, Marek's Disease virus, fowl 
pest, general orders and Newcastle virus are not acceptable due to the lack of 
efficacy data. The data package submitted was a proposal of potential studies, with 
no efficacy data. Until the proper efficacy data is submitted to satisfy the higher 
dilution rates, the use of tl:le product, Virkon S, as a disinfectant against the listed 
microorganisms is not supported. 

2. The submitted efficacy data (MRID No. 461660-13) do not support the use of the 
product, Virkon S, as a disinfectant against Infectious bursa! disease (Gumboro) 
virus on hard, non-porous surfaces at a dilution of 1 :250, due to the following 
deficiencies: 

(a) No contact time was included in the study; 
(b) Only one product lot was tested, not the required two; 
(c) The soil load was not specified ; 
(d) The target concentration of hard water was not provided; 
(e) Test resu lts for each replication were not provided per DISrrSS-3; only a 
narrative summary of the test results was provided; 
(f) It is unclear whether four determinations per each dilution were assayed; 
(g) Neutralizer effectiveness testing does not appear to have been 
conducted; 
(h) GLP was not followed; the study was conducted in 1986. 

CONCURRENCES 

::::, ~····· ··.·.·.·.·.·. J ·············· t ···.·:·.::::::: ···[:::::::: .. ·. ··.·:: [:·::: - . j. : . t .• ..•• ••.... ·.:f ·.· .:·.·. ···:.· .. 
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UNITED STATES EHYIRONMEH~Al PROTECTION .AGENCY 

3. The submitted efficacy data (MRID No. 4616660-14) do not support the use of the 
product , Virkon S, as a disinfectant against Chicken anemia virus on hard, non
porous surfaces at use dilutions of 1: 125 and 1 :250, due to the following 
deficiencies: 

4. 

5. 

(a) A 30 minute contact time, with agitation every 10 minutes was used in 
the test protocol, however the label specified a 10 minute contact time; 
(b) Only one product lot was tested, not the required two; 
(c) The purpose of Baker's yeast was not specified; 
(d) The target concentration of the hard water used during testing was not 
provided; 
(e) Test results for each replication were not provided per DISrrSS-3 
(f) It is unclear whether four determination,s per each dilution were assayed; 
(g) Neutralizer effectiveness testing does not appear to have been 
conducted; 
(h) GLP was not followed; study was conducted in 1990 . 

The submitted efficacy data (MRID No. 461660-18) do not support the use of the 
product, Virko'n S, as a disinfectant against Avian influenza virus on hard, non
porous surfaces at use dilutions of 1 :280, 1 :300, and 1 :320, due to the following 
deficiencies: 

(a) Only one product lot was tested, not the required two 
(b) The soil load was not specified; 
(c) The target concentration of the hard water used during testing wa$ not 
provided; 
(d) It does not appear that four determinations per each dilution were 
assayed; 
(e) Neutralizer effectiveness testing does not appear to have been 
conducted; 
(f) GLP was not followed; the study was conducted in 1985 
(g) Data submitted for Avian influenza virus is to be used as a substitute for 
Newcastle disease'Virus. The Agency has not determined if Avian influenza 
virus is a surrogate for Newcastle disease virus. Avian influenza virus is 
classified in the family of viruses labeled Orthomyxoviridea, while Newcastle 
disease is classified in the family of viruses labeled Paramyxoviridea . 
Although both families of viruses are single-stranded RNA viruses, there 
exist some substantial differences that cannot be overlooked . 

The submitted efficacy data (MRID No. 462650-01) do not support the use of the 
product , Virkon S, as a disinfectant against Spring Viremia of Carp virus on hard, 
non-porous surfaces at use dilutions of 1: 100, 1 :500, 1: 1000, and 1 :2500, due do 
the following deficiencies, 

(a) Only one product lot was tested, not the required two; 
(b) The test protocol did not include a neutralization step; 
(c) GLP was not followed; the study was conducted in 2003; 
(d) A 30-minute contact time was used during testing, not the labeled-specified 10 
minutes; 

CONCURRENCES 

::::::E ~ ....... ... ..... · · ·1· ... · .............. 1. · · · ... · · .. · .. · .. ·\ ········ .. ··-- ···1-- ·· .... · .... ···· ·I·· .... · ...... ·· "I'· ........ ·· .. · ·"t· · .. · ....... · · · · · 
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UNITED ST AT ES ENVIRONMEHlfL PROTECTION AGENCY 

(e) The r·ecommended use-dilution is unclear from the present data. CPE observed 
at the 1: 100 dilution. is not represented of efficacy. In the Conclusion section of the 
data report, it is stated that "additional work should be done to further replicate 
these results . More importantly, additional trials should be conducted at a Virkon-S 
concentration of 1 :250 ... " 

The submitted efficacy data (MRID No. 462650-02) do not support the use of the 
product, Virkon S, as a dlslnfectant against Calf rotavirus, Duck adenovirus, 
Infectious bovine rhinotracheitis virus, Parvovirus, Parainfluenza virus, 
Bovine diarrheal diarrhea virus, Equine arteritis, Pseudorabies, Turkey Herpes 
virus and Transmissible gastroenteritis virus on hard, non-porous surfaces at 
use dilutions of 1: 100, due to the following deficiencies, 

(a) Neutralizer effectiveness testing (where a low level of virus is added) ; 
(b) Cytotoxicity was not conducted or reported; 
( c) GLP was not followed; study was conducted in 1991; 
(d) Testing was not conducted using 400 ppm synthetic water, therefore the 
label r.r,ust to modified to reflect change; 
(e) The Conclusions section of the laboratory report refers to a different 
product (i .e. , Powder Detergent/Disinfectant) and different product lot 
numbers (ie .. Lot Nos. 1468-56 and 1468-57). The appropriate 
conclusions should be submitted to correct the efficacy study; 
(f) According to DIS/TSS-7, disinfectants must be tested against a , 
recoverable titer of at least 104 from the test surfaces. Viral titers for',Calf 
rotavirus, Transmissible gastroenteritis virus, Parvovirus, Duck adenovirus 
(Egg Drop syndrome), Infectious bovine rhinotracheitis virus (ranged from 
3.2 x 103 to 4.7 x 103 CCID5ofmL). 

The submitted efficacy data (MRID No. 462650-04) do not support the use of the 
product, Virkon S, as a disinfectant against African swine fever virus on hard, 
non-porous surfaces at use dilutions of 1 :500, 1 :600, 1 :700, and 1 :800, due to the 
following deficiencies, , 

(a) Only one product lot was tested, not the required two; 
(b) The product was tested in the presence of a 1 % organic soil load, not a 
5% organic soil load: 
(c) The product was tested in the presence of 342 ppm hard water, not 400 
ppm hard water; 
(d) Test results for each replication were not provided, per DIS/TSS-3. 
(e) Three determinations per each dilution were assayed, not the required 
four. 
(f) The test protocol did not include a neutralization step; 
(g) GLP was not followed; the study was conducted in 2002; 
(h) A 30-minute contact time was used during testing, not the label-specified 
10 minutes. 

smo, ~ ------ - ------- ! --- ---- 1----- -------- --1 co,~u"'"-l' -- __ JI - I I --
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UNITED STATES ENVIRONMEHl;AL PROTECTION AGENCY 

C. Label Comments: 

1. The proposed label claims that the product, Virkon S, is a disinfectant on hard. non
porous surfaces in the presence of 400 ppm hard water and 5% organic material 
when used for a contact time of 1 O minutes at a 1: 100 dilution against the following 
microorganisms: Chlamydia psittaci Spring Viremia of carp virus are not 
acceptable. 

2. The proposed label claims that the product, V1rkon S, is a disinfectant at higher 
dilution rates for the following microorganisms: African swine fever virus (at a 1 :800 
dilution), Chicken anemia virus (at a 1 :250 dilution). Avian influenza virus (at a 

3. 

1 :312 dilution) , Infectious bursa! disease virus (at a 1 :250), Transmissible 
gastroenteritis virus (at a 1 :450 dilution}, and Mycoplasma mycoides (at a 1 :200 
dilution) are not acceptable . 

The proposeq label claims that the product, Virkon S, is a disinfectant at higher 
dilution rates for the following microorganisms are not acceptable: 

Classical swine fever virus (at a 1: 150 dilution) 
Foot and mouth disease virus (at a 1:1300) 
Marek's disease virus (at a 1 :200 dilution) 
Newcastle disease virus (at a 1 :280 dilution) 
Swine vesicular disease virus· (at a 1 :200 dilution) 

4. The proposed label continues to claim effectiveness against Candida albicans [see 
page 5 and 12 of the proposed label ; Human Health Pathogens section and 
Institutional and Service Facilities section, respectively], although the applicant said 
that such claims have been removed. You must comply with removal of the claims 
against Candida albicans . 

5. 

6. 

You must make the followin~ changes to the proposed label , as appropriate: 

(a) On page 8, change "Maraxella bovis~ to read Moraxella bovis." 
(b) On page 10, change "Foot and Mouse Disease Virus" to read "Foot and 
Mouth Disease Virus." 
(c) On the page 12, change ~or other textiles only it area is tested" to read 
"or other textiles only if area is tested." 

On page 5 of the proposed label, under the section Broad Spectrum Disinfectant, 
there are ambiguous statements that need to be clarified. Briefly the statement , 
"Virkon S is effective against numerous microorganisms affecting animals: viruses, 
gram positive and gram negative bacteria, fungi (molds and yeasts), and 
mycoplasma .... Efficacy of the 1 % solution against bacteria and viruses was 
determined in the presence of 400 ppm AOAC hard water and 5% organic 
material," is misleading . As mentioned in the Conclusion section, several studies 
were unclear concern ing the final concentration of hard water and the 
presence/absence of organic material. This statement must be corrected to reflect 
only the microorganisms that were subjected to the stated test conditions {400 ppm 

:·. ·. ·_ ~ ·. ·. ·. ·.·. ·_ ·. ·. ·. ·. ·. ·. : ·. ·. ·.·.·. ·.·.: ·.:: ·. ·. ·. ·. :·:·:::::::::::: :~::::::::::: ·.:::::::: :: : ·.:: :·. ·.·.·.·.·.·.·_·_·.·.J. _·_·_·.·.·.·.· .·.· .·.·.·.·.·.·.·. ·.·.·.·.· .·.·.:: ·.::: ~ ·. ·.: . . ·. ·.: ·.: : ·. ·. ·. :·.·.· .· .· .·.·. 
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than 1 % ·solution to demonstrate efficacy (i.e, Trichophyton mentagrophytes), again 
making the statement listed above inaccurate and ambiguous. 

7. Special instructions are required when claims against Human Immunodeficiency 
Virus (HIV) are proposed. An example of these special instructions is listed below: 

8. 

Special Instructions for Cleaning and Decontamination Against HIV-1 on hard1 
non-porous surfaces/objects soiled with blood/body fluids." 

Personal Protection: Clean-up should always be done wearing protective latex 
gloves. gowns, masks, and eye-protection. 

Cleaning Procedure: Blood and other body fluids containing HIV-1 must be 
thoroughly cleaned from surfaces and objects before application of [product] . 

Disposal of Infectious Materials: Blood, body fluids, cleaning materials and 
clothing should be autoclaved and disposed of according to local regulations for 
infectious wa~le disposal . 

The declaration on the label of ''25% Dye" is misleading and must be removed. The 
intended implication is that the formula contains 25% of the dye contained in the 
basic formulation. ' 

Note that claims that are inconsistent with efficacy contact time established by testing are 
unacceptable. For example , a claim of 30 second efficacy is not acceptable if testing and/or use 
direction requires 2 minute contact time for microorganisms efficacy. The label must list only the 
contact time established by the efficacy testing DIS/TSS. Often when a product is used, a 
consumer is unaware of the microbial contamination and possible interactions between multiple 
contaminants. For it is rare that a surface is consistently contaminated with one species. 

Other Comments: 

For detailed information and consideration, refer to the enclosed EPA/AD Product Science 
Branch efficacy data evaluation record (DER) dated September 20, 2004 and product chemistry 
review dated October 19, 2004. If you have any questions or comments concerning this letter, 
please contact me at (703) 308-6422 or Renae Whitaker at (703) 308-7003. 

enclosures : 

~dam Heyward 
Product Manager (34) 
Regulatory Management Branch II 
Antimicrobials Division (7510C) 

CO~CURREMCfS 

187



. : 
FROM: 

THRU: 

THRU: 

• 

UNITED STATE ENVIRONMENT AL PROTECTION AGENCY 
WASHINGTON, DC 20460 

OFFICE OF 
PREVENTION, PESTICIDES 
ANO TOXIC SUBSTANCES 
Antimicrobials Division 

October 19, 2004 

S08.JECT: PRODUCT CHEMISTRY REVIE'W OF: Virkon S 

DP Barcode: D304905 
Manufacturing-use [ 1 OR 

Reg. No. Or File Symbol: 62432-1 
End-u ·e Product [XJ 

Adam Heyward PM 34 / Renae Whitaker Team Reviewer 
Regulatory Managemeol Branch U 
Antimicrobials Division (7510C) 

Robert A. Turpin, Chemist ? . ( 
Product Science Branch, CT Team • a.~' 

1 

~ 1 
Antimicrobials Division (7510C) V {t.? 

Karen P. Hicks CT Team Leader p 
Product Science Bram:b j {o ./, 
Antimicrobials Division (7510C) , ID Z 1 !f 

Michele E. Wingfield, Chief 
Product Science Branch 

Antimicrobials Division (75 J OC) 

Product Formulation 
Acth•e lngredient(s) % by ,-,.·t. 
Potassium peroxymonosulfate . ..... . . ...... ...... ...... ... 21 .4 l 
Sodium chloride......... ............... .......... ......... ..... ... 1.50 

BACKGROUND: The registrant has submitted an amendment in response to Agency letters dated July 
22 and August 5, 2004 proposing a new basic and several alternate formulations, adding an organism 
claim and increasing the dilution raLes for specific organisms. In support of the amendment the 
registrant ha· submitted Confidential Statements of Formula ( SF) for the basic and several alternate 
formulations, a proposed product label, a Certification with Respect to Citation of Data and a Data 
Matrix. 
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FINDINGS: 

1. The CSF of the basic formulation is acceptable . 

., The SF of the alternative formulation "25% dye formulation" is acceptable. 

3. The CSFs of the alternative formulations "Tablet formulation", "Fragrance & dye free", and 
"Fragrance free' ' are acceptable. 

4. The draft product label is not acceptable. The declaration on the label of "25% Dye" is misleading 
and should be removed. The intended implication is that the formula contains 25% of the dye contained 
in the basic formulation. 

5. MlUD #461660-02: The report contains data respondjng to the requirements of OPPTS Test 
1idclinc · 830.1550, -1600, -1650, and-1670. The data is acceptable. 

6. The applica11t claims exemption from the requirements to submit data responding to Series 830, 
Group B because the subject product is an end-use product. The active ingredients, however, are not 
purchased from a registered ource, therefore, requiring the formulator to satisfy the data requirements of 
Group B. The source of the material potassium monopcroxysulfate in the reference MRID #4 l 0574-0 l 
,vas  The source of the same active ingredient in the current 
appJicalion is Dupont Chemicals lnc., an unre.gistered supplier. 

7. 1RID #410574-01: The data contained in the study responds to the requirements of OPPTS Test 
Guidelines 830, Group B. The report is unacceptable. 

8. MRID #420924-01: The data contained in the study responds to tbe requirements of 830.6317. The 
study is unacceptahle due to it not being of the source material of the current unregistered suppber. 

RECOM.MENDATIONS: 

1. Altt!rnative language describing the decreased dye content is required for the alternative formulatio11 
having  dye. 

2. The applicant must submit data responding to all applicable test guidelines of Group:,; A & B. 
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PROD CT CHE1\1DSTRY REVIEW 
4. CONF1DENTIAL STATEMENT OF F01Uv1ULA 

• 

4a. Type of formulation and source registration 

• Non-integrated formulation system rx1 
• Are all TGAis used registered? Yes [ J No [XJ 

• lntegrated formulation system [ ] 

• if ''ME-TOO' , specify EPA Reg. # of existing product: 

4b. Clearance of inerts for non-food or food use: 
Cleared for food use under 40 CFR § 180 .1001: Yes [ ] No L ] NA [X] 

4c. Physical state of product: olid, tablet 

4d. The chemical JD · and anal)'tical information (including that for the TGAls) 
density, pH, and flammability are consistent with that given in 830, Part B 

Yes[] NolXJ 

4h. NCs and CLs arc acceptable: Yes [X] No [ l Not acceptable [ l 

4i. Active ingredient (s) N LCL L 

Potassium pcroxymonosulfate 
Sodimn chloride 

21.41% 20.77% 
1.50% 1.43% 

22.05% 
1.58% 

• 4j . For products produced by an 1nte1:,rrated fonnulation system: 
• All impurities of toxicological significance have a UCL? 

Yes [ ] No [ l Not applicable [X] 

• All impuritie. of 2: 0.1 % in the product have been identified? 
Yes [] No [ l Not applicable fXJ 
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5. PROD1JCI LABEL 

Sa. The active ingredients statemenl (chemical IDs and NC] is consistent 
with the CO flDENTIAL STATEME T OF FORMlJLA? Ye [X] No [ l 

Sb. The formulation contains one of the foJlowing: 

• 10% or more of a petroleum distillate: Yes [ ] ol)(] 

• 1.0% or more of methyl alcohol: Yes [ ] o lXJ 
• Sodium nitrite at any level: Yes [ J No lXJ 
• a toxic List 1 inert al any level: Yes l ] o LXJ 
• arsenic. in any form: Yes r l No [X] 

Sc. If Yes to any of the above, does the inert ingredients statement contain a 
footnote indicating this? Yes [ ] No f l Not applicable [X] 

5d. The appropriate warning statement regarding flammability or explosive 
characteristics of the product are listed on the label? 

Yes l J No [ J Not applicable DCl 

Se. The storage and disposal instructions for the pesticide and container arc 
in compliance "'~th PR Notice 84-1 for household use products or PR Notice 
83-3 for all other u es? Yes [X] No [ ] Not on label 

• f. Does the product require an expiration date at which time the NC falls 
belmv the LCL (based on the one year storage stability data or other information)? 

Yes [] No [ ] * 

• * The study ubmirted by reference is not acceptable. Ne\v study under GLP must be performed. 
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PRODUCT CHEMISTRY (830 Series. Part A} 

I 
Guideline 

I 
Acceptance of 

I 
MRIDNo. 

Information 

8"0.15501 Product Identily A 461660-02 

830.1600 De cription of Materials A 461660-02 

830.1620 Production Method2 NA 

830.1650 Formulation process3 A 461660-02 

830.1670 Formation of impurities A 461660-02 

830.1700 Preliminary Analysis5 NA 

'830.1750 Certified Limits' G 

,30.1800 Analytical Method7 G 

Explanation: .A=acceptable; N=not acceptable; NA=tedmically not applicable; G=data gap; 
lJ=rcquircs upgrading; W=waived; E=EP A estimate. 

1 Sec Confidential Appendix A for additional information 

2For t\1JPiEP products produced by an integrated formulation system. 

3For products from a TGAI or tV1P. 

4May be \.vaived unless actual/possible impurities arc of toxicological concern. 

• 5five batch analysis required for products produced by an integrated formulation system. 

6lf different from standard Cls recommended in 40 CFR 158.175, this shou]d be 
discussed in Confidential Appendix A. 

7 Abbreviate method used as follows: gas chromatography (GC), infrared (IR), 
ultraviolet absorption (UV) nuclear magnetic re onance (NMR), etc. 
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6b. Phvsical/Chemical Acceptance Value or qualitative MRIDNo. 
ProQetties* of data description 

8"0.6302 Color 'rV 

830.6303 Physical state A Solid, tablet 461660-02 

830.6303 Odor w 
830.7200 Melting point NA 

830.7220 Density/Relative G 
density/bulk density 

8"' 0. 7000 pH1 G 

30.6314 Oxidation/Reduction G 

830.631 ~ Flammability G 

830.6317 Storage stability G 

830.7100 Viscosity NA 

830.6.., 19 Miscibility2 NA 

830.6320 Con-osion Character. G 

830.6321 Dielectric breakdown G 

Explanation: A=acceptable; N=not acceptable; NA=technically not applicable· G=data gap; 
lJ=requires upgrading; \V- waived~ E=EPA es timate . 

• * Provide bri cf description, e.g., color --yellow or property value e.g., density 1.25 g/ cc; 
Unless otherwbc indicated, the property should be at 25 °c. 

1 [f product is djspersible with water 

:? If product is an emul ifiable liquid 
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UNITED STATES ENVIRONI\IIENT AL PROTECTIO AGE rcy 
\V ASHINGT01 , DC 20460 

September 20, 2004 

OfFICE OF 
PREVF.NTIC'{'I, PZS'l'ICIDES 
AND TOXIC SUSSTANCE.S 

MEMORANDUM 

Subject: 

From: 

Thru: 

Efficacy Review for EPA Reg. No. 62432-1 , Virkon S Disinfectant 
DP Barcode: 304907 

Tajah L. Blackburn , Ph.D., Microbiolog~ ro{•/ot 
Efficacy Evaluation Team 
Product Science Branch 
Antimicrobials Division (7510C) 

Nancy Whyte, Acting Team Leader ~J::> ~ 
Efficacy Evaluation Team c.L 
Product Science Branch O ~'8) O I 
Antimicrobials Division {751 QC) 

To: Adam Heyward PM 34/ Renae Whitaker 
Regulatory Management II 
Antimicrobials Division (751 OC) 

Applicant: Antee International Ltd. c/o Delta Analytical Corporation 
Windham Road, Chilton Industrial Estates 
Sudbury Suffolk C010 2XD, England 

Formulation from Label 
Active lnqredient(s) % by wt. 
Potassium peroxymonosulfate ...... ............. .. ........... 21.41% 
Sodium Chloride . . .. . . .. . . .. .. . .. . .. . .. . . ... ... . ... . ... . .. . . .. .. .. .. 1.50% 
Other lngredient(s) ... ............................... ....... ...... 77.09% 
Total 100.00% 
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BACKGROUND 

The product, Virkon S (EPA Reg . No. 62432-1) is a registered disinfectant (bactericide, 
fungicide, virucide) for use on hard, non-porous surfaces in institutional, industrial , anc:f animal 
care environments. The label claims that the product is an effective disinfectant in the 
presence of 400 ppm hard water and a 5% organic soil load. The applicant requested to 
amend the registration of this product to add claims for effectiveness against additional 
microorganisms, specifical ly, Bruce/la abortus, Campylobacter Jejuni, Chlamydia psittaci, 
Listeria monocytogenes, Shigella sonnei, Trichophyton mentagrophytes, Spring Viremia of Carp 
virus, Swine vesicular disease virus, Mouse parvovirus, and Xanthomonas axonopodis. 

In addition, the applicant requested to amend the registration to include higher dilut ion 
rates for certain microorganisms, namely, African swine fever virus (at a 1 :800 dilution), 
Chicken anemia virus ( at a 1 :250 dilution) , Classical swine fever virus (at a 1: 150 dilution) , Foot 
and mouth disease virus (at a 1: 1300 dilution), Avian influenza virus (at a 1 :312) dilution, 
Marek's disease virus (at a 1 :200 dilution), Newcastle disease virus (at a 1 :280 dilution), 
Infectious bursal disease virus (at a 1 :250 dilution), Swine vesicular disease virus (at a 1 :200 
dilution), Transmissib le gastroenteritis virus (at a 1 :450 dilution), Mycoplasma mycoides (at a 
1 :200 dilution), and Porcine circovirus type II (at a 1 :200 dilution) . 

In addition, the applicant has provided results from new studies that support claims for 
effectiveness (in the presence of a 5% organic soil load) against Escherichia coli, Klebsie/Ja 
pneumoniae, Staphylococcus epidermidis, Streptococcus pyogenes, and Salmonella 
typhimurium. Finally, the applicant requested the addition of a tablet formulation of the product 
(previously distributed as a powder formulation). 

Studies were conducted at ATS Labs, located at 2540 Executive Drive in St. Paul, MN 
55120; The Institute for Anima l Health, Pirbright Laboratory, located on Ash Road in Pirbright 
Surrey GU26 ONF, UK; MicroSloTest Inc. , located at 1058 Carpenter Drive in Sterling, VA 
20164; MicroBioTest, Inc_, located at 14280 Sullyfield Circle #200 in Chanti lly, VA 22021; 
Ministry of Agriculture, Fisheries and Food, Central Veterinary Laboratory, located at New Haw 
Weybridge, Surrey KT15 3NB, UK; University of Arkansas at Pine Bluff (address not provided); 
Veterinary Laboratories Agency (Weybridge), located on Woodham Lane in New Haw, 
Addlestone, Surrey KT15 3NB, UK; and ViroMed Laboratories, Inc., located at 6101 Blue Circle 
Drive in Minneapolis , MN 55343. 

This data package contained EPA Form 8570- 1 (Application for Pesticide), a letter from 
the applicant's representative to the Agency (dated January 5, 2004), eighteen studies (MRID 
Nos. 461660-01 through 461660-14, 461660-18, 461660-19, and 462650-01 through 462650-
04; excluding 461660-02 and 461660-02) , Statements of No Data Confidentiality Claims for all 
eighteen studies, and the proposed label. 

II USE DIRECTIONS 
,; 

The product is designed for dlsinfecting hard , non-porous surfaces such as vehicles, 
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floors, walls, ceilings, equipment, instruments, utensils, cages, and containers. Directions on 
the proposed label provided the following information regarding preparation and use of the 
product as a disinfectant: Prepare a use solution by adding 1.3 ounces of the product to 1 
gallon of water (a 1 :100 dilution). Apply use solution using a mop, sponge, brush, fogger, 
sprayer or treat by immersion. Allow surfaces to remain wet for 1 O minutes. Rinse with water 
and allow to dry. A pre-cleaning is recommended for heavily soiled surfaces, but a 1 :50 
solution (2.6 oz. per gallon of water) can be used as an alternative. 

The proposed label also included directions for a new use-pattern entitled "Disinfection 
Limited to Specific and Known Disease Organisms." For this use-pattern the product, Virkon 
S, may be used to treat against specific microorganisms at dilution rates less than 1 :100. The 
directions for this new use-pattern list specific dilution rates for 12 microorganisms. 

Note- A dilution chart is included on the proposed label. To generate the final concentrations, it 
appears that several of the added amounts exceed the stated final solution amount (0.5%, 1 % , 
and 2%). Often the final concentrations are "over formulated" to account for potential 
consumer error. However, there is no consistency in the amount of over-formulation . 

Ill AGENCY STANDARDS FOR PROPOSED CLAIMS 

Disinfectants for Use on Hard Surfaces (Against a Broad Spectrum of Bacteria); Confirmatory 
Efficacy Data Requirements 

Under certain circumstances, an applicant is permitted to rely on previously submitted 
efficacy data to support an application or amendment for registration of a product and to submit 
only minimal confirmatory efficacy data on his own product to demonstrate his ability to produce 
an effective formation. Confirmatory data must be developed on the applicant's own finished 
product. For general broad-spectrum disinfectants, 10 carriers on each of 2 samples 
representing 2 different product lots must be tested against Salmonella choleraesuis (ATCC 
10708) and Staphylococcus aureus (ATCC 6538) using either the AOAC Use-Dilution Method 
or the AOAC Germicidal Spray Products as Disinfectants Method. Killing on all carriers is 
required. These Agency standards are presented in DIS/TSS-5 . 

Disinfectants for Use on Hard Surfaces (Against a Broad Spectrum of Bacteria: Additional 
Bacteria) 

Effectiveness of disinfectants against specific bacteria other than those named in the 
AOAC Use-Dilution Method, AOAC Germicidal Spray Products as Disinfectants Method, AOAC 
Fungicidal Test, and AOAC Tuberculocidal Activity Method, must be determined by either the 
AOAC Use-Dilution Method or the AOAC Germicidal Spray Products as Disinfectants Method. 
Ten carriers must be tested against each specific bacterium with each of 2 product samples, 
representing 2 different product lots. To support products labeled as "disinfectants" for specific 
bacteria (other than those bacteria named in the above test methods), killing of the specific 
bacteria on all carriers is required. In addition, plate count data must be submitted for each 
microorganism to demonstrate that a concentration of at least 104 microorganisms survived the 
carrier-drying step. These Agency standards are presented in DIS/TSS-1. 
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Virucides 

The effectiveness of virucides against specific viruses must be supported by efficacy 
data that simulates, to the extent possible in the laboratory, the conditions under which the 
product is intended to be used. Carrier methods that are modifications of either the AOAC Use
Dilution Method (for liquid disinfectants) or the AOAC Germicidal Spray Products as 
Disinfectants Method (for spray disinfectants) must be used. To simulate in-use conditions, the 
specific virus to be treated must be inoculated onto hard surfaces, allowed to dry, and then 
treated with the product according to the directions for use on the product label. One surface 
for each of 2 different product lots of disinfectant must be tested against a recoverable virus 
titer of at least 10~ from the test surface for a specified exposure period at room temperature. 
Then, the virus must be assayed by an appropriate virological technique, using a minimum of 
four determinations per each dilution assayed. Separate studies are required for each virus. 
The calculated viral titers must be reported with the test results. For the data to be considered 
acceptable, results must demonstrate complete inactivation of the virus at all dilutions. When 
cytotoxicity is evident, at least a 3-log reduction in titer must be demonstrated beyond the 
cytotoxic level. These Agency standards are presented in DIS/TSS-7 . 

Disinfectants for Use as Fungicides (Against Pathogenic Fungi, Using a Modified AOAC Use
Dilution Method) 

The effectiveness of liquid disinfectants against specific pathogenic fungi must be 
supported by efficacy data using an appropriate test. The AOAC Use-Dilution Method may be 
modified to conform with the appropriate elements in the AOAC Fungicidal Test The inoculum 
in the test must be modified to provide a concentration of at least 106 conidia per carrier. Ten 
carriers on each of 2 product samples representing 2 different product lots must be employed in 
the test. Killing of the specific pathogenic fungi on all carriers is required. These Agency 
standards are presented in DIS/TSS-6. 

Note: As an interim policy, the Agency is accepting studies with dried carrier counts that are at 
least 104 for Trichophyton mentagrophytes and Aspergiilus niger. The Agency recognizes that 
laboratories are experiencing problems in maintaining dried carrier counts at the 106 level. This 
interim policy will be in effect until the Agency determines that the laboratories are able to 
achieve consistent carrier counts at the 106 level. 

Supplemental Claims 

An antimicrobial agent identified as a uone-step~ disinfectant or as effective in the 
presence of organic soil must be tested for efficacy with an appropriate organic soil load, such 
as 5 percent serum. These Agency standards are presented in DIS/TSS-2. On a product label, 
the hard water tolerance level may differ with the level of antimicrobial activity (e.g., sanitizer vs. 
disinfectant) claimed. To establish efficacy in hard water, all microorganisms (Le., bacteria, 
fungi, viruses) claimed to be controlled must be tested by the appropriate Recommended 
Method at the same hard water tolerance level. These Agency standards are also presented in 
D!S/TSS-2. 
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IV COMMENTS ON THE SUBMITTED EFFICACY STUDIES 

1. MRID 461660-01 "AOAC Use-Dilution Method" for Antee Virkon S, by Jill 
Ruhme. Study conducted at ATS Labs. Study completion date - November 19, 
2003. . 

This study was conducted against Escherichia coli (ATCC 11229), Klebsiefla 
pneumoniae (A TCC 4352), Staphylococcus epidermidis (ATCC 12228), Salmonella 
typhimurium (ATCC 23564), and Streptococcus pyogenes (ATCC 19615). Two lots (Lot Nos. 
9042 and 10064) of the product, Virkon S, were tested using the AOAC Use-Dilution Method as 
described in the AOAC Official Methods of Analysis, 15th Edition, 1990. A use solution was 
prepared by adding 10 g of the product to 1000 ml of 400 ppm AOAC synthetic hard water 
(titrated at 398 ppm; a 1: 100 dilution). Fetal bovine serum was added to the culture to achieve 
a 5% organic soil load. Ten (10) stainless steel penicylinder carriers were immersed for 15 
minutes in a 48-54 hour old suspension of the test organism, at a ratio of 1 carrier per 1.0 ml 
broth. The carriers were dried for 40 minutes at 35-37°C. Each carrier was exposed to 10 ml 
of the use solution for 1 O minutes at 20.::!:.1 °C. Individual carriers were transferred to 1 O ml of 
Universal Neutralizer to neutralize. All subcultures were incubated for 48.::!:.4 hours at 35-37°C, 
and then examined for the presence or absence of visible growth. Controls included those for 
purity, viability, sterility, neutralization confirmation, and carrier population. 

2. MRID 461660-03 "AOAC Use-Dilution Method'' for Virkon S Tablets, by Jill 
Ruhme. Study conducted at ATS Labs. Study completion date - October 15, 
2003. 

This study was conducted against Staphylococcus aureus (ATCC 6538) and Salmonella 
choleraesuis (ATCC 10708). Two lots (Lot Nos. 2094 and 2143) of the product, Virkon S 
Tablets, were tested using the AOAC Use-Dilution Method as described in the AOAC Official 
Methods of Analysis, 15'h Edition, 1990. A use solution was prepared by adding 1 tablet of the 
product to 500 ml of 400 ppm AOAC synthetic hard water (titrated at 396.5 ppm; a 1:100 
dilution). Fetal bovine serum was added to the culture to achieve a 5% organic soil load. Ten 
( 10) stainless steel penicylinder carriers were immersed for 15 minutes in a 48-54 hour old 
suspension of the test organism, at a ratio of 1 carrier per 1.0 ml broth. The carriers were 
dried for 40 minutes at 35-37°C. Each carrier was exposed to 10 ml of the use solution for 10 
minutes at 20.::!:.1 °C. Individual carriers were transferred to 10 ml of Universal Neutralizer to 
neutralize. All subcultures were incubated for 48±4 hours at 35-37°C, and then examined for 
the presence or absence of visible growth. Controls included those for purity, sterility, viability, 
neutralization confirmation, and carrier population. 

3. MRID 461660-04 "The Evaluation of the Efficacy of Virkon s Against 
Campylobacter jejuni in the Presence of AOAC Synthetic Hard Water and a 5% 
Soil Load," by Mary K. Bennett Study conducted at ViroMed Laboratories, Inc. 
Study completion date - July 25, 1996. 

This study was conducted against Campylobacfer jejuni (ATCC 29428). Two lots (Lot 
Nos. 2032 and 7347) of the product, Virkon S, were tested using the AOAC Use-Dilution 
Method (modified) as described in the AOAC Official Methods of Analysis, 15th Edition, 1990. A 
1: 100 use solution was prepared using 400 ppm AOAC synthetic hard water (titrated at 405 
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ppm). Fetal bovine serum was added to the culture to achieve a 5% organic soil load. Ten (10) 
stainless steel penicy!inder carriers were immersed for 15 minutes in a 48±;4 hour old 
suspension of the test organism, at a ratio of 1 carrier per 1 ml broth. The carriers were dried 
for 40 minutes at 35-37°C. Each carrier was exposed to 1 O ml of the use solution for 1 O 
minutes at 20°c. Individual carriers were transferred to 1 O ml of Fluid Thioglycollate Medium 
to neutralize. After 30-60 minutes, the carriers were transferred from primary subculture tubes 
into secondary subculture tubes containing 10 ml of Fluid Thioglycollate Medium. All 
subcultures were incubated for 48±4 hours at 35-37°C, and then examined for the presence or 
absence of visible growth. Controls included those for viability, neutralization confirmation, and 
carrier quantitation. 

4. MRID 461660-05 "The Evaluation of the Efficacy of Virkon S Against Bruce/la 
abortus in the Presence of AOAC Synthetic Hard Water and a 5% Soil Load," by 
Mary K. Bennett. Study conducted at ViroMed Laboratories, Inc. Study 
completion date - July 31t 1995. 

This study was conducted against Brucel/a abortus (ATCC 4315). Two lots (Lot Nos . 
1698 and 2050) of the product, Virkon S, were tested using the AOAC Use-Dilution Method as 
described in the AOAC Official Methods of Analysis, 15th Edition, 1990. A 1: 100 use solution 
was prepared using 400 ppm AOAC synthetic hard water {titration results not provided). Fetal 
bovine serum was added to the culture to achieve a 5% organic soil load. Ten {10) stainless 
steel penicylinder carriers were immersed for 15 minutes in a 48-hour old suspension of the test 
organism. The carriers were dried for 40 minutes at 35-37°C. Each carrier was exposed to the 
use solution for 1 O minutes at 20°C. Individual carriers were transferred to 10 ml of Universal 
Neutralizer Broth to neutralize. After 30-60 minutes, the carriers were transferred from primary 
subculture tubes into secondary subculture tubes containing 10 ml of Letheen Broth. All 
subcultures were incubated for 48 hours at 35-37°C, and then examined for the presence or 
absence of visible growth. Controls included those for viability, neutralization confirmation, and 
carrier quantitation. 

5. MRID 461660-06 "10 Minute Inactivity of Chlamydia psittaci by Virkon S," by C. 
Sue Brady. Study conducted at ViroMed Laboratories, Inc. Study completion 
date - January 16, 1996. 

This study was conducted against Chlamydia psittaci (Strain 6 BC; ATCC VR-125), 
using McCoy cells (propagated in-house; originally obtained from ViroMed Laboratories, Inc., 
Cell Culture Division) as the host system . Two lots (Lot Nos. 1698 and 2050) of the product, 
Virkon S, were tested according to a ViroMed protocol {copy not provided). Fetal bovine serum 
was added to the inoculum to achieve a 5% qrganic soil load. A use solution was prepared by 
adding 50 grams of the product to 5 liters of 400 ppm AOAC synthetic hard water {titrated at 
401 ppm; a 1: 100 dilution). Films of virus were prepared by spreading 0.2 ml of virus inoculum 
over the bottoms of separate sterile glass Petri dishes. The virus fi lms were kept at 23°C for 20 
minutes, and then dried at 37°C for 30 minutes. For each lot of product, separate dried virus 
films were exposed to 2.0 ml of the use solution . The carriers remained exposed to the use 
solution for 1 O minutes at 23°C. After exposure, the plates were scraped with a cell scraper to 
re-suspend the contents. The virus-disinfectant mixture was added to 18 ml of Letheen Broth 
with 0.1 % sodium thiosulfate, and diluted serially in Eagles Minimal Essential Medium 
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supplemented with 10% fetal bovlne serum and 10 µg/ml gentamicin. McCoy cells in multi-well 
culture dishes were inoculated in quadruplicate with 0.2 ml of the dilutions, spun at 4300 rpm 
for 60 minutes, and incubated at 36-37"C for 45 minutes. The inoculum was removed from all 
vials and replaced with 1 ml of test media. The cells were incubated for 48 hours and then 
examined microscopically for cytotoxicity followed by a fluorescent antibody assay. Controls 
included those for cytotoxicity, dried virus count, and "neutralizationn. Viral and cytotoxicity 
titers were calculated by the method of Karber. 

6. MRID 461660-07 "AOAC Use-Dilution Method" for Antee Virkon S, by Sally 
Nada. Study conducted at ATS Labs. Study completion date- May 6, 2003. 

This study was conducted against Listeria monocytogenes (ATCC 19117). Two lots 
(Lot Nos. 6168 and 6454) of the product, Virkon S, were tested using the AOAC Use-Dilution 
Method as described in the AOAC Official Methods of Analysis, 15 Edition, 1990. A use 
solution was prepared by adding 1.2 g of the product to 118.8 ml of 400 ppm AOAC synthetic 
hard water (titrated at 400 ppm; a 1:100 dilution). Fetal bovine serum was added to the culture 
to achieve a 5% organic soil load. Ten (10) stainless steel penicylinder carriers were immersed 
for 15 minutes in a 54-hour old suspension of the test organism, at a ratio of 1 carrier per 1.0 
ml broth. The carriers were drled for 40 minutes at 35-37°C. Each carrier was exposed to 10 
ml of the use solution for 10 minutes at 20±1 °C. Individual carriers were transferred to 1 O ml 
of Universal Neutralizer to neutralize. All subcultures were incubated for 48±4 hours at 35-37°C 
and then stored for one day at 2-8°C prior to examination. Following incubation and storage, 
the subcultures were then examined for the presence or absence of visible growth. Controls 
included those for purity, sterility, viability, neutralization confirmation, and carrier population. 

Note: Protocol deviations/amendments reported in the study were reviewed and found to be 
acceptable. 

7. MRID 461660-08 "The Evaluation of the Efficacy of Virkon S Against 
Pseudomonas aeruginosa and Bacillus cereus in the Presence of AOAC Synthetic 
Hard Water and a 5% Soil Load," by Mary K. Bennett. Study conducted at 
ViroMed Laboratories, Inc. Study completion date -January 6, 1997 . 

This study was conducted against Pseudomonas aeruginosa (NCIMB 10421) and 
Bacillus cereus {ATCC 14579). Two lots (Lot Nos. 7347 and 2032) of the product, Virkon S, 
were tested using the AOAC Use-Dilution Method as described in the AOAC Official Methods of 
Analysis, 15th Edition, 1990. A use solution was prepared by adding 50 g of the product to 5000 
ml of 400 ppm AOAC synthetic hard water {titrated at 400.5 ppm for Lot No. 7347; titrated at 
395.1 for Lot No. 2032; a 1 :100 dilution). Fetal bovine serum was added to the culture to 
achieve a 5% organic soil load. Ten (10) stainless steel penicylinder carriers were immersed 
for 15 minutes in a 48-hour old suspension of the test organism, at a ratio of 1 carrier per 1. O 
ml broth. The carriers were dried for 40 minutes at 35-37°C. Each carrier was exposed to 1 O 
ml of the use solution for 1 O minutes at 20°c. lndlvidual carriers were transferred to 1 O ml of 
Universal Neutralizer with 1% Glycine to neutralize. After 30-60 minutes, the carriers were 
transferred from primary subculture tubes into secondary subculture tubes contalning 1 O ml of 
letheen Broth. All subcultures were incubated for 48±4 hours at 35-37°C, and then examined 
for the presence or absence of visible growth. Controls included those for viability, 
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neutralization confirmation , and carrier quantitation. 

8. MRID 461660-09 "The Evaluation of the Efficacy of Virkon S Against Shigella 
sonnei in the Presence of AOAC Synthetic Hard Water and a 5% Soil Load,'; by 
Mary K. Bennett. Study conducted at ViroMed Laboratories, Inc. Study 
completion date -July 27, 1995. 

This study was conducted against Shigella sonnei (ATCC 25931) . Two lots (Lot Nos. 
1698 and 2050) of the product, Virkon S, were tested using the AOAC Use-Dilution Method as 
described in the AOAC Official Methods of Analysis, 15th Edition, 1990. A 1: 100 use solution 
was prepared using 400.:!:4 ppm AOAC synthetic hard water (titration results not provided). 
Fetal bovine serum was added to the culture to achieve a 5% organic soil load. Ten (10) 
stainless steel penicylinder carriers were immersed for 15 minutes in a 48-hour old suspension 
of the test organism. The carriers were dried for 40 minutes at 35-37°C. Each carrier was 
exposed to the use solution for 10 minutes at 20°C. Individual carriers were transferred to 10 
ml of Universal Neutralizer Broth to neutralize. After 30-60 minutes, the carriers were 
transferred from primary subculture tubes into secondary subculture tubes containing 10 ml of 
Letheen Broth . All subcultures were incubated for 48 hours at 35-37°C, and then examined for 
the presence or absence of visible growth. Controls included those for viability, neutralization 
confirmation, and carrier quantitation. 

9. MRID 461660-11 "The Evaluation of the Efficacy of Virkon S Against 
Trichophyton mentagrophytes in the Presence of Hard Water and a 5% Soil Load," 
by Mary K. Bennett. Study conducted at ViroMed Laboratories, Inc. Study 
completion date- June 20, 1995. 

This study was conducted against Trichophyton mentagrophytes (ATCC 9533). Two 
lots (Lot Nos. 1698 and 2050) of the product, Virkon S, were tested using the AOAC Use
Dilution Method (modified for fungi) as described in the AOAC Official Methods of Analysis, 15th 

Edition, 1990. Fetal bovine serum was added to the culture to achieve a 5% organic soll load. 
A use solution was prepared by adding 50 grams of the product to 2500 ml of 400 ppm AOAC 
synthetic hard water (titration results not provided; a 1 :50 dilution). Ten (1 O) stainless steel 
penicyllnder carriers were immersed for 15 minutes in the conidial suspension of the test 
organism. The carriers were dried for 40 minutes at 35-37°C. Each carrier was exposed to the 
use solution for 10 minutes at 20°C. Individual carriers were transferred to 10 ml of Sabouraud 
Dextrose Broth to neutralize. Carriers were transferred from primary subculture tubes into 
secondary subculture tubes containing 10 ml of Sabouraud Dextrose Broth 30~60 minutes after 
tt,e first transfer. All subcultures were incubated for 10 days at 30°C. The subcultures were 
examined for the presence or absence of visible growth. Controls included neutralization 
confirmation, viability, and carrier quantitation. 

10. MRIO 461660-12 "Approval of Disinfectant-Antee Virkon S," by the Ministry 
of Agriculture, Fisheries and Food. Study conducted at The Institute for Animal 
Health. Study completion date - March 20, 1986. [A project number was not 
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provided.] 

This document presents a notice of approval from the Ministry of Agriculture. Fisheries 
and Food for the product, Antee Virkon S, as a disinfectant against Foot-and-mouth disease 
virus (at a 1 :1300 dilution) , Swine vesicular disease virus (at a 1 :200 dilution), fowl pest virus (at 
a 1 :280 dilution), and for use under "general ordersfl (at a 1 :120 dilution) . 

This document also described various protocols and approval criteria . The document 
did not include test results or control data for the product, Virkon S. 

Note: This study was not sponsored by Antee International Ltd. and consequently, Antee does 
not know whether it was conducted observing GLP standards as spedfied in 40 CFR Part 160. 

11. MRIO 461660-13 "Laboratory Evaluation of ANTEC VIRKON S Disinfectant as a 
Virucidal Agent against Infectious Bursa! Disease (Gumboro) Virus," by Or. G. A. 
Cullen. Study conducted at Ministry of Agriculture, Fisheries and Food, Central 
Veterinary Laboratory. Study completion date -April 15, 1986. [A project number 
was not provided.] 

This study was conducted against Infectious bursal disease (Gumboro) virus (Strain 
52/70, source not provided), using the bursae of SPF chickens as the host system. One lot (lot 
number not provided) of the product, Virkon S Powder, was tested using the protocol employed 
in approval of disinfectants against Fowl Pest, substituting the Infectious bursal disease virus. 
[A description of this protocol is provided in the document assigned MRID No. 461660·12.] A 
1 :250 use solution was prepared using hard water (target concentration of hard water not 
provided; titration results not provided). Controls were not identified, described, or discussed. 

Note: According to the laboratory report, this study uwas not originally intended for submission 
to US EPA and consequently Good Laboratory Practice Standards, as specified in 40 CFR Part 
160, were not observed during its conduct. " 

12. MRIO 461660-14 "The Virucidal Effect of Virkon S on Chicken Anaemia 
Agent," by P. J. Wyeth. Study conducted at Ministry of Agriculture, Fisheries and 
Food, Central Veterinary Laboratory. Study completion date - March 13, 1990. 

This study was conducted against Chicken anaemia virus (Strain Cux 1, source not 
provided), using MDCC MS81 cells (identification and source not spedfied) as the host system. 
One lot (tot number not provided) of the product, Virkon S, was tested using the "standard 
disinfectant test for viruses as approved by the [Ministry of Agriculture, Fisheries and Food 
(MAFF)], Weybridge (copy not provided)." Two use solutions (1:125 and 1:250) were prepared 
using hard water. Bakers yeast at 5% was added to the virus suspension. Each use solution 
was tested by adding 2.5 ml of the virus/yeast mixture to 2.5 ml of the use solution. Each 
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mixture was kept on ice for 30 minutes, and shaken every 10 minutes. The viral content was 
determined by titration in SPF chicks. The only control specified was viral stock titer. 

Note: According to the laboratory report, this study "was not originally intended for submission 
to US EPA and consequently Good Laboratory Practice Standards, as specified in 40 CFR Part 
160, were not observed during its conduct." 

13. MRID 461660-18 ''Laboratory Evaluation of ANTEC 'Virkon S' Disinfectant as a 
Virucidal Agent against Avian Influenza Virus," by G. Parsons. Study conducted 
at Ministry of Agriculture, Fisheries and Food, Central Veterinary Laboratory. 
Study completion date - November 26, 1985. [A project number was not 
provided.} 

This study was conducted against Avian influenza virus (Strain A/Chicl<en/Germany/34 
(H7N1 ); source not provided), using an unspecified host system. One lot (lot number not 
provided) of the product, Virkon S Powder, was tested according to the standard protocol used 
for approval of disinfectants against fowl pest but substituting the Avian influenza virus for 
Newcastle disease virus. [A description of this protocol is provided in the document assigned 
MRID No. 461660-12.J Use solutions of 1:280, 1:300, and 1:320 were prepared using hard 
water (target concentration of hard water not provided; titration results not provided). Testing 
appears to have been conducted in the presence of yeast. Controls included those for toxicity 
and dried virus count. 

Note: According to the laboratory report, this study ''was not originally intended for submission 
to US EPA and consequently Good Laboratory Practice Standards, as specified in 40 CFR Part 
160, were not observed during its conduct." 

14. MR1D 461660-19 "Virucidal Effectiveness Test" for Virkon S, by M. Khalid ljaz. 
Study conducted at MicroBioTest, Inc. Study completion date - November 18, 
2003. Laboratory Project Identification Number 517-101 . 

This study was conducted against Porcine circovirus type II (strain not specified; 
obtained from American BioResearch Laboratories), using PT-1 cells (propagated in-house; 
originally obtained from American BioResearch Laboratories) as the host system. Two lots (Lot 
Nos. 10851 and 10650) of the product. Virkon S, were tested according to MicroBioTest 
Protocol UVirucidal Effectiveness Test, Porcine circovirus," dated July 25, 2003 (copy provided). 
A use solution was prepared by adding 1 gram of the product to 199 ml of 400 ppm AOAC 
synthetic hard water (titration results not provided; a 1 :200 dilution). The stock virus culture 
contained at least a 5% organic soil load (serum not spectfied). Films of virus were prepared by 
spreading 0.2 ml of virus inoculum uniformly over the bottoms of separate sterile glass Petri 
dishes. The virus films were dried at 25°C for 30-60 minutes. For each lot of product, separate 
dried virus films were treated with 2.0 ml of the use solution. The carriers remained exposed to 
the use solution for 1 O minutes at 25°C. After exposure, the virus-disinfectant mixture was 
neutralized with 2.0 ml fetal bovine serum containing 0.3% sodium thiosulfate, and the plates 
were scraped with a cell scraper to re-suspend the contents. The virus-disinfectant mixture was 
passed through a Sephacryl column, and diluted serially in Eagle's Minimum Essential Medium 
containing 10% fetal bovine serum. PT-1 cells in multi~wel! culture dishes were inoculated in 
quadruplicate with an unspecified amount of the dilutions. The cultures were incubated at 

Page 10 of 25 

203



• 

• 

37±2°C in 5±1% CO2 for 20-30 hours for viral adsorption. Post adsorption, the media was 
aspirated. Then, the monolayer was washed once with -1 ml of cell culture medium, re-fed 
with 2 ml of cell culture medium, and returned to the above incubation conditions for 5-7 days. 
Post-incubation, the fluorescence focus forming units (FFFU) were scored. Controls included 
those for cell viability/sterility, cytotoxicity, plate recovery, column titer, virus stock titer, and 
neutralizer effectiveness. The 50% Fluorescent Focus Forming Unit Dose (FFFUD50) per ml 
was determined by the method of Reed and Muench. 

15. MRID 462650-01 "Efficacy of Virkon-S Against SVCV," by Andrew E. Goodwin. 
Study conducted at University of Arkansas at Pine Bluff. Study completion date -
October 6, 2003. [A project number was not provided.] 

This study was conducted against Spring Viremia of Carp virus (SVCV; Strain US; 
source not provided), using EPC cells (source not provided) as the host system. One lot (lot 
number not provided) of the product, Virkon S was tested using a non-carrier protocol similar to 
that used by APHIS at Plumb Island to test the efficacy of disinfectants against the Foot and 
mouth disease virus. The stock virus culture contained a 10% organic soil load (serum not 
specified). A suspension was prepared by adding 1 ml of tissue culture supernatant with 
SVCV to 8 ml of sterile WHO standard water with 1 % fetal calf serum . Four use solutions of 
the product, Virkon S, were prepared to produce final concentrations of 1: 100 1 :500, 1: 1000 
and 0: 1000 w/v. A duplicate set was prepared with no viral load to control for cytotoxicity. The 
cultures were incubated at 4°C for 30 minutes. After incubation, aliquots were removed from 
the tubes and plated on 70% confluent monolayers of EPC cells in triplicate with Noble Agar 
overlays for 5 dilutions. The plates were incubated at 23°C and examined for unspecified 
cytopathic effects for 10 days. 

As Plaque-Forming Unit (PFU) determinations under agar were not easy to interpret, a 
second trial was conducted as above. However, after incubation, aliquots were removed from 
the tubes and serially diluted in triplicate on EPC cells grown on 96-well plates. The plates 
were incubated at 23°C and examined for unspecified cytopathic effects for 10 days. Only a 
control for cytotoxicity was noted. 

Note: According to the laboratory report, this study ''was not originally intended for submission 
to US EPA and consequently Good Laboratory Practice Standards, as specified in 40 CFR Part 
160, were not observed during its conduct." 

16. MRID 462650-02 "Virucidal Effectiveness Test" for Virkon S, by Gregory R. 
Dennis. Study conducted at MicroBioTest, Inc. Study completion date - August 
24, 1991 . Laboratory Project ID 178-102. 

This study was conducted against Calf rotavirus (ATCC VR-452), Transmissible 
gastroenteritis virus (ATCC VR-763), Parvovirus (ATCC VR-742), Parainfluenza virus (ATCC 
VR-281). Duck adenovirus (egg drop syndrome; ATCC VR-921), Infectious bovine 
rhinotracheitis virus (ATCC VR-188), Bovine viral diarrhea virus (ATCC VR-534), Pseudorabies 
virus (ATCC VR-135), Turkey herpes virus (TRT; ATCC VR-584-C), and Equine arteritis virus 
(ATCC VR-796) . Chick embryo fibroblasts (ATCC CRL-1590), African green monkey kidney 
cells (ATCC CCL-81), Embryonic swine kidney cells (ATCC CCL-184) , Hela cells (ATCC CCL-
2), Duck embryonic cells (ATCC CCL-141) and Hela cells (ATCC CCL-2) were used as host 
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systems. Two lots (Lot Nos. 3133 and 3134) of the product, Virkon S, were tested according to 
a MicroBioTest protocol (copy not provided). A 1:100 use solution was prepared using 
deionized water. Heat-inactivated newborn calf serum was added to the stock virus cultures to 
achieve a 5% organic soil load. Films of virus were prepared by spreading 0.2 ml of virus 
inoculum uniformly over the bottoms of separate sterile Petri dishes. The virus films were air
dried for 20 minutes at ambient temperature. For each lot of product, separate dried virus fi lms 
were treated with 2 ml of the use so lution and allowed to remain wet for 10 minutes at 20°C. 
After exposure, the plates were scraped with a cell scraper to re-suspend the contents. The 
virus-disinfectant mixture was mixed 1: 1 with neutralizer (not specified), and diluted serially in 
apparently Minimum Essential Medium. Host cells in multi-well culture dishes were inoculated 
in quadruplicate with an unspecified amount of the dilutions. The cultures were incubated at 
37±1 °C in 5±1 % CO2 for viral adsorption. Following adsorption, the cultures were aspirated, 
washed, and re-fed. The cultures were incubated at 37±1 °C in 5±1% CO2 and, after 5 days, 
scored for the presence or absence of unspecified cytopathic effects. Controls included those 
for virus stock titer and plate recovery . CCID50/mL was calculated by the method of Reed and 
Muench. 

Note: According to the laboratory report, this study "was not originally intended for submission 
to US EPA and consequently Good Laboratory Practice Standards, as specified in 40 CFR Part 
160, were not observed during its conduct. " However, the study was conducted in accordance 
with the FDA's Good Laboratory Practice regulation (21 CFR Part 58). 

Note: The "Conclusions~ section of the laboratory report incorrectly refers to a different product 
(i.e., Powder Detergent/Disinfectant) and different product lot numbers (i.e ., Lot Nos. 1468-56 
and 1468-57). 

17. MRID 462650-03 "Study Report on the Determination of Efficacy of Virkon S at 
Two Dilutions Against Three Isolates of Mycop/asma mycoides subspecies 
mycoides Small Colony Type Using the Hard Surface Carrier Test Method and In 
Use Test Method," by Dr. Roger Ayling. Study conducted at Veterinary 
Laboratories Agency. Study completion date - April 14, 2003. Contract Number 
UT1284 . 

This study was conducted against three strains of Mycop/asma mycoides subspecies 
mycoides (Strains 8103, Afade, and NCTC Type 10114). One lot (Lot No. Bn9959) of the 
product, Virkon S, was tested using the AOAC Hard Surface Carrier Test Method and In Use 
Test Method as described in the AOAC Official Methods of Analysis, 161

h Edition, 1995. Two 
use dilutions (1 : 100 and 1 :200) were prepared . Studies were conducted with no organic soil 
load and also in the presence of a 5% organic soil load (horse serum). Twenty (20) stainless 
steel penicylinder carriers per test were immersed for 15 minutes in a 24-48 hour old 
suspension of the test organism, at a ratio of 1 carrier per 42 ml broth. The carriers were dried 
for 40 minutes at 37°C. Each carrier was exposed to the use solution for 10 minutes at room 
temperature. lndividual carriers were transferred to Eaton 's medium containing 1 % neutralizing 
solution to neutralize. All subcultures were incubated at 37°C and examined daily for 7 days for 
the presence or absence of visible growth. Controls included those for purity, neutralization 
confirmation, dried carrier counts, and confirmation of the challenge organisms. 

Note: According to the laboratory report , th is study "was not originally intended for submission 
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to US EPA and consequently Good Laboratory Practice Standards, as specified in 40 CFR Part 
160, were not observed during its conduct." 

18. MRID 462650-04 "Test for Efficacy (Virkon S) Against African Swine Fever," by 
Stuart Williams. Study conducted at The Institute for Animal Health, Pirbright 
Laboratory. Study completion date -July 18, 2002. Project Number Dis P4/02. 

This study was conducted against African swine fever virus (Isolate LIL 20/1; source not 
specified), using pig bone marrow cells (PBM cells; source not specified) as the host system. 
One lot (Lot No. 6191) of the product, Virkon S, was tested according to a method designed by 
the Institute for Animal Health and adopted by the United Kingdom's Department for 
Environment, Food and Rural affairs (copy not provided). The stock virus culture contained a 
1 % organic soil load (fetal ca lf serum) . The product was tested at dilution rates of 1 :500, 1 :600, 
1 :700 and 1 :800 using 342 ppm WHO hard water as the diluent. For each use solution, 1 ml 
of the test organism and 1 ml of the use solution was added to 8 ml of sterile WHO hard water 
containing 1 % fetal calf serum. Each mixture was held at 4 °C for 30 minutes. After exposure, 
the virus-disinfectant mixtures were diluted serially in Phosphate Buffered Saline with 1 % 
bovine serum. PBM cells in tubes were inoculated in triplicate with 1/3 ml (-0.33 ml) of the 
dilutions. The cultures were incubated at 37°C for 6 days and examined daily for 
haemadsorption. Positive cultures were those in which haemadsorbing (HAD) cells are 
present. Controls included a viral stock titer control, untreated control, and a positive control. 

Note: According to the laboratory report, this study "was not originally intended for submission 
to US EPA and consequently Good Laboratory Practice Standards, as specified in 40 CFR Part 
160, were not observed during its conduct. " 

V RESULTS 

Data in the following results tables are from testing of a 1: 100 use solution unless otherwise 
noted. 

MRID Organism No. Exhibiting Growth/ Carrier 
Number Total No. Tested Quantitation 

(CFU/ 
carrier) 

Lot No. Lot No. 
9042 10064 

461660-01 Escherichia coli 0/10 0/10 6.7 X 106 

461660-01 Klebsiella pneumoniae 0/10 0/10 1.30 X 107 

461660-01 Staphylococcus epidermidls 0/10 0/10 2.63 X 106 

461660~01 Salmonella typhimurium 0/10 0/10 4.2 X 106 

461660.01 Streptococcus ovogenes 0/10 0/10 7,5 X 105 
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MRID Organism No. Exhibiting Growth/ Carrier 
Number Total No. Tested Quantitatlon 

(CFU/ 
carrier) 

Lot No. Lot No. 
2094 2143 

461660-03 Staphylococcus aureus 0/10 0/10 1.31 X 107 

461660-03 Salmonella choleraesuis 0/10 0/10 3.6 X 106 

No. Exhibiting Growth/ Carrier 
MRID Organism Total No. Tested Quantitation 

Number (CFU/ 
carrier) 

Lot No. 2032 Lot No. 
7347 

• 461660-04 Campylobacter jejuni 1° 0/10 1 ° 0/10 3.8 X 108 

2° 0/10 2° 0/10 

Lot No.1698 Lot No. 
2050 

461660-05 Bruce/la abortus 1° 0/10 1° 0/10 4.75 X 106 

2° 0/10 2° 0/10 

461660-09 Shige/Ja sonnei 1° 0/10 1° 0/10 5.7 X 10! 
2° 0/10 2° 0/10 

Lot No. Lot No. 
6168 6454 

461660-07 Listeria monocytogenes 0/10 0/10 1.86 X 105 

• Lot No. 7347 Lot No . 
2032 

461660-08 Pseudomonas aeruginosa 1° 0/10 1° 0/10 9.7 X 106 

(NCIMB 10421) 2° 0/10 2° 0/10 

461660-08 Baell/us cereus 1° 0/10 1° 0/10 3.1 X 105 

2° 0/10 2° 0/10 

MRID Number Organism No. Exhibiting Growth/ Carrier 
Total No. Tested Quantitation 

(Lot Bn9959 + 5% serum) (CFU/carrier) 

1:100 I 1:200 
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462650-03 Mycop/asma 1.0 X 108
• 

mycoides No growth No growth 
5.5 X 107 

.. subspecies 
m ycoides ( Stra In 
NCTC) 

462650-03 Mycop/asma No growth 3.6 X 105.1 
mycoides No growth 
subspecies 2.5 X 106" 
mycoldes (Strain 
B103) 

462650-03 Mycoplasma No growth No growth 2.5 X 106• 

mycoides 
subspecies 4,8 X 105** 
mycoides (Strain 
Afade) 

*1:100 use dilution/*"'1:200 use dilution 

• MRID Organism No. Exhibiting Growth/ Carrier 
Number Total No. Tested Quantitatio n 

Lot No. 1698 Lot No. 2050 
(CFU/carrier) 

461660-11 Trichophyton 1.4 X 105 

mentagrophytes 1° 0/10 1° 0/10 
(ATCC 9533) 2° 0/10 2° 0/10 

(A 1 :50 use solution was 
tested.) 

• 
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MRID Organism Results Dried Virus 
Number Control 

(or Plate 
Recovery) 

461660-06 Chlamydia Lot No.1698 Lot No. 2050 
psittaci 

106.0 

10·2 to 10.,fi Complete Complete 
TCID 50/ 

dilutions inactivation inactivation 
0.2 ml 

TCID5J0.2 < 101.s ~101.s 
ml 

• Lot No. 10851 Lot No. 10650 

461660-19 Porcine 10·2 to 10·1 Complete Complete 108.117 

circovirus dilutions inactivation inactivation FFFUD5Jml 
type II 

(A 1:200 use FFFUD5JmL .:s101
·
5 ~101·$ 

solution was 
tested.) 

461660-13 Infectious Lot number 104.63 
bursal disease not provided (units not 
(Gumboro) specified] 
virus 

• Viral titer 100.5 -
(A 1:250 use 
solution was 
tested.) 

461660-14 Chicken Lot number Lot number 105.5 
anaemia virus not provided not provided TCID50 

(1 :125) (1 :250) 
(A 1:125 use 

TCID50 10o.15 100.5 solution) 

Log 5.35 10910 5.00 10910 
reduction 
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Avian influenza Lot number 
virus not provided 

461660-18 
(1 :280, 1 :300, 10-1 to 10·1 Complete 104

·
08 

and 1 :320 use dilutions inactivation EID60 

solutions were 
EIDso ~100.5 

tested.) 

Spring Viremia Lot number not provided 
462650-01 of Carp virus 

(1 :100) Cytotoxicity observed for the >105 PFU/ml 
1:100 use solution is most likely 
due to product toxicity to cell 
monolayers. 

I Lot No. 3313 I Lot No. 33141 

10·1 tO 10-G Complete Complete 

• dilutions inactivation inactivation 4,7 X 103 

462650-02 Calf rotavirus CCID6Jml 
CCID5Jml <10 <10 

462650-02 Transmissible 10·1 to 10-t Complete Complete 4.7 X 10' 
gastroenteritis dilutions inactivation inactivation CCIDsJml 
virus 

CCID50/mL <10 <10 

10·1 to 1 o.e Complete Complete 3.2 X 103 

dilutions inactivation inactivation CCID5Jml 
462650-02 Parvovirus 

CCIDsJml <10 <10 

462650-02 Parainfluenza 10·1 to 10-e Complete Complete 4.7 X 104 

virus dilutions inactivation inactivation CCID50/ml 

CCID~,Jml <10 <10 • Duck 10·1 to 10--a Complete Complete 3.2 X 10i 
462650-02 adenovirus dilutions inactivation inactivation CCID5Jml 

CCID5Jml <10 <10 

462650-02 Infectious 10·1 to 10-6 Complete Complete 4.7x103 

bovine dilutions Inactivation inactivation CCID5Jml 
rhinotracheitis 
virus CCID50/ml <10 <10 

462650-02 Bovine viral 10·1 to 10"8 Complete Complete 1.0x104 

diarrhea virus dilutions inactivation inactivation CCIDsJmL 

CCID5Jml <10 <10 

462650-02 Pseudorabies 10·1 to 1 o"' Complete Complete 1.0 X 104 

virus dilutions inactivation inactivation CCID6Jml 
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CCID5JmL <10 <10 

462650-02 Turkey herpes 10·1 to 10"'6 Complete Complete 1.0 X 104 

virus dilutions inactivation inactivation CCID50"ml 

CCIO~Jml <10 <10 

462650-02 Equine arteritis 10·1 to 10~ Complete Complete 1.0 X 104 

virus dilutions inactivation inactivation CCIDsJmL 

CCIDcJmL <10 <10 

African swine Lot No. 6191 
fever virus 
(1 :500, 1 :600, 10·1 to 10·1 Not provided 10!.75 

462650-04 1:700, and dilutions HAD5Jml 
1:800 use 

s101·
0 

solutions were HAD50"ml 
tested) 

Log 2: 4.7510910 
reduction for each 

dilution 

Note: All three use solutions tested against Avian influenza virus had the same test results (i.e .• 
complete inactivation). 

Note: Results from studies conducted against Spring Viremia of Carp virus using 1 :500, 
1:1000, and 0:1000 (w/v) use solutions are available in the laboratory report assigned MRID No. 
462650-01 . 

Note: All four use solutions tested against African swine fever virus had the same test results 
(i.e. , showed the same reduction in titer) . 

VI CONCLUSIONS 

A. Conclusions for Efficacy Studies Against Bacteria and Fungi 

1. The submitted confirmatory efficacy data support the use of the tablet form of the product, 
Virkon S, as a broad-spectrum disinfectant with bactericidal activity against the following 
microorganisms on hard, non-porous surfaces in the presence of 400 ppm hard water and a 5% 
organic soil load (fetal bovine serum) for contact time of 1 O minutes at a 1: 100 use dilution: 

Salmonella choleraesuis 
Staphylococcus aureus 

MRID No. 461660-03 
MRID No. 461660-03 

No growth was observed in the subcultures of the carriers tested against two lots of the 
product. Dried carrier counts were at least 104

• Neutralization confirmation testing showed 
positive growth of the organisms. Viability controls were positive for growth . Purity controls 
were reported as pure, and sterility controls did not show growth. 
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2. The submitted efficacy data support the use of the product, Virkon S, as a disinfectant with 
bactericidal activity against the following microorganisms on hard, non-porous surfaces in the 
presence of 400 ppm hard water and a 5% organic soil load (fetal bovine serum) for a contact 
time of 10 minutes at a 1: 100 dilution: 

Bacillus oereus 
Brucella abortus 
Campylobacter jejuni 
Escherichia coli 
Klebsiella pneumoniae 
Listeria monocytogenes 
Pseudomonas aerug;nosa (NCIMB 10421) 
Salmonella typhimurh1m 
Staphylococcus epidermidis 
Streptococcus pyogenes 
Shigella sonnai 

MRlD No. 461660-08 
MRID No. 461660w05 
MRID No. 461660-04 
MRID No. 461660-01 
MRID No. 461660-01 
MRID No. 461660-07 
MRID No. 461660-08 
MRID No. 461660-01 
MRID No. 461660-01 
MRID No. 461660-01 
MRID No. 461660-09 

• No growth was observed in the subcultures of the carriers tested against the two product lots. 

• 

Dried carrier counts were at least 10". Neutralization confirmation testing showed positive 
growth of the organisms. Viability controls were positive for growth. When reported, purity 
controls were reported as pure, and sterility controls did not show growth. 

3. The submitted efficacy data (MRID No. 462650-03) do not support the use of the product, 
Virkon S, as a disinfectant against Mycoplasma mycoides subspecies mycoides on hard, 
non-porous surfaces in the presence of a 5% organic soil load (horse serum) for·a contact time 
of 10 minutes at a 1: 100 dilution and 1 :200 dilution. Dried carriers counts were at least 104

. 

Although no growth was observed in the subcultures, only one product lot was tested thus not 
satisfying the requirements set forth by DIS/TSS-1 . Furthermore, GLP was not followed. 
Finally, label claims for efficacy at 400 ppm synthetic hard water were not substantiated by the 
submitted data. 

4 . The submitted efficacy data (MRID No. 461660-11) support the use of the product. Virkon 
S, as a disinfectant with fungicidal activity against Trichophyton mentagrophytes on hard, 
non-porous surfaces in the presence of 400 ppm hard water and a 5% organic soil load (fetal 
bovine serum) for a contact time of 10 minutes at a use dilution of 1 :50. No growth was 
observed in any subcultures of the carriers tested against the two product lots. Neutralization 
confirmation testing showed positive growth of the organism. Viability controls were positive for 
growth. Dried carrier counts were at least 10'1, which is consistent with the Agency's interim 
policy. [ For more details about this interim policy, see Section 111 of this efficacy report.] 

5. The submitted efficacy data (MRIO No. 461660-06) do not support the use of the product, 
Virkon S, as a disinfectant against Chlamydia psittaci on hard, non-porous surfaces in the 
presence of 400 ppm hard water and a 5% organic soil load (serum) for a contact time of 10 
minutes at a 1: 100 dilution. Neutralizer effectiveness testing was not conducted, to determine 
if residual active ingredients are present after neutralization. Neutralization effectiveness is 
determined by the foll.owing procedure: One lot of the test agent is used for the neutralizer 
effectiveness control. This control will be processed exactly as the test procedure but instead 
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of the inoculum, balanced salt solution is added. Post test, and neutralization, a 1.0 ml sample 
is divided into two portions, one for cytotoxicity and the other for neutralizer effectiveness. The 
neutralized sample is serially diluted in balanced salt solution and the test organisms will be 
added to each dilution and incubated for a period equivalent to the contact time. These 
samples are then used to inoculate host cells. 

B. Conclusion Regarding Studies Against Viruses 

1. The submitted efficacy data (MRID No. 461660-19) support the use of the product, Virkon 
S,-as a disinfectant with virucidal activity against Porcine circovirus type II on hard, non
porous surfaces in the presence of 400 ppm hard water and a 5% organic soil load (serum) for 
a contact time of 10 minutes at a 1 :200 dilution. Complete inactivation (no growth) was 
indicated in all dilutions tested. Cytotoxicity was not observed. A recoverable titer of at least 
104 was observed. 

2. For approval of higher dilution rates (MRID No. 461660-12) against Classical swine fever 
virus, Foot and Mouth Disease virus, Marek's Disease virus, fowl pest, general orders and 
Newcastle virus are not acceptable due to the lack of efficacy data. The data package 
submitted was a proposal of potential studies, with no efficacy data. Until the proper efficacy 
data is submitted to satisfy the higher dilution rates, the use of the product, Virkon S, as a 
disinfectant against the listed microorganisms is not supported. 

2. The submitted efficacy data (MRID No. 461660-13) do not support the use of the product, 
Virkon S, as a disinfectant against Infectious bursal disease (Gumboro) virus on hard, non
porous surfaces at a dilution of 1 :250, due to the following deficiencies: 

(a) No contact time was included in the study; 
(b) Only one product lot was tested, not the required two; 
(c) The soil load was not specified; 
(d) The target concentration of hard water was not provided; 
(e) Test results for each replication were not provided per DIS/TSS-3; only a narrative 
summary of the test results was provided; 
(f) It is unclear whether four determinations per each dilution were assayed; 
(g) Neutralizer effectiveness testing does not appear to have been conducted; 
(h) GLP was not followed; the study was conducted in 1986. 

3. The submitted efficacy data (MRID No. 4616660-14) do not support the use of the product, 
Virkon S, as a disinfectant against Chicken anemia virus on hard, non-porous surfaces at use 
dilutions of 1: 125 and 1 :250, due to the following deficiencies: 

(a) A 30 minute contact time, with agitation every 10 minutes was used in the test 
protocol, however the label specified a 1 O minute contact time; 
(b) Only one product lot was tested, not the required two; 
(c) The purpose of Baker's yeast was not specified; 
(d) The target concentration of the hard water used during testing was not provided; 
(e) Test results for each repl ication were not provided per DIS/TSS-3 
(f) It is unclear whether four determinations per each dilution were assayed; 
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(g) Neutralizer effectiveness testing does not appear to have been conducted; 
(h) GLP was not followed; study was conducted in 1990. 

4. The submitted efficacy data (MRID No. 461660-18) do not support the use of the product, 
Virkon S, as a disinfectant against Avian influenza virus on hard, non-porous surfaces at use 
dilutions of 1 :280, 1 :300, and 1 :320, due to the following deficiencies: 

(a) Only one product lot was tested, not the required two 
(b) The soil load was not specified; 
(c) The target concentration of the hard water used during testing was not provided; 
(d) It does not appear that four determinations per each dilution were assayed; 
(e) Neutralizer effectiveness testing does not appear to have been conducted; 
(f) GLP was not followed; the study was conducted in 1985 
{g) Data submitted for Avian influenza virus is to be used as a substitute for Newcastle 
disease virus. The Agency has not determined if Avian influenza virus is a surrogate for 
Newcastle disease virus. Avian influenza virus is classified in the family of viruses 
labeled Orthomyxoviridea, while Newcastle disease is classified in the family of viruses 
labeled Paramyxoviridea. Although both families of viruses are single-stranded RNA 
viruses, there exist some substantial differences that cannot be overlooked. 

5. The submitted efficacy data (MRID No. 462650-01) do not support the use of the product, 
Virkon S, as a disinfectant against Spring Viremia of Carp virus on hard, non-porous surfaces 
at use dilutions of 1: 100, 1 :500, 1: 1000, and 1 :2500, due do the following deficiencies, 

(a) Only one product lot was tested, not the required two; 
(b) The test protocol did not include a neutralization step; 
(c) GLP was not followed; the study was conducted in 2003; 
(d) A 30-minute contact time was used during testing, not the labeled-specified 10 
minutes; 
(e) The recommended use-dilution is unclear from the present data. CPE observed at 
the 1:100 dilution, is not represented of efficacy. In the Conclusion section of the data 
report, it is stated that additional work should be done to further replicate these results. 
More importantly, additional trials should be conducted at a Virkon-S concentration of 
1:250 ... " 

6. The submitted efficacy data (MRID No. 462650-02) do not support the use of the product, 
Virkon S, as a disinfectant against Calf rotavirus, Duck adenovirus, Infectious bovine 
rhinotracheitis virus, Parvovirus, Parainfluenza virus, Bovine diarrheal diarrhea virus, 
Equine arteritis, Pseudorabies, Turkey Herpes virus and Transmissible gastroenteritis 
virus on hard, non-porous surfaces at use dilutions of 1: 100, due to the following deficiencies, 

(a) Neutralizer effectiveness testing (where a low level of virus is added); 
(b) Cytotoxicity was not conducted or reported; 
(c) GLP was not followed; study was conducted in 1991; 
(d) Testing was not conducted using 400 ppm synthetic water, therefore the label must 
to modified to reflect change; 
(e) The Conclusions section of the laboratory report refers to a different product {i.e., 
Powder Detergent/Disinfectant) and different product lot numbers {i.e., Lot Nos. 1468-

Page 21 of 25 

214



r 

• 

• 

56 and 1468-57). The appropriate concluslons should be submitted to correct the 
efficacy study; 
(f) According to DIS/TSS-7, disinfectants must be tested against a recoverable titer of at 
least 104 from the test surfaces. Viral titers for Calf rotavirus, Transmissible 
gastroenteritis virus, Parvovirus, Duck adenovirus (Egg Drop syndrome), Infectious 
bovine rhinotracheitis virus (ranged from 3.2 x 103 to 4.7 x 103 CCI05ofml). 

7. The submitted efficacy data (MRID No. 462650-04) do not support the use of the product, 
Virkon S, as a disinfectant against African swine fever virus on hard, non-porous surfaces at 
use dilutions of 1 :500, 1 :600, 1 :700, and 1 :800, due to the following deficiencies, 

VII 

(a) Only one product lot was tested, not the required two; 
(b) The product was tested in the presence of a 1 % organic soil load, not a 5% organic 
soil load; 
(c) The product was tested in the presence of 342 ppm hard water, not 400 ppm hard 
water; 
(d) Test results for each replication were not provided, per DlS/TSS-3. 
(e) Three determinations per each dilution were assayed, not the required four . 
(f) The test protocol did not include a neutralization step; 
(g) GLP was not fol lowed; the study was conducted in 2002; 
(h) A 30-minute contact time was used during testing, not the label-specified 10 minutes. 

RECOMMENDATIONS 

A. Label Claims supported by the Applicant's Data 

1. The proposed label claims are acceptable regarding the use of the product, Virkon S, - now 
also in tablet form- as a broad-spectrum disinfectant on hard , non-porous surfaces in the 
presence of 400 ppm hard water and a 5% organic material when used for a contact time of 10 
minutes at a 1:100 dilution, as supported by the submitted data. 

2. The proposed label claims are acceptable regarding the use of the product Virkon S, as a 
disinfectant on hard, non-porous surfaces in the presence of 400 ppm hard water and 5% 
organic material when used for a contact time of 10 minutes at a 1 :100 dilution against the 
following microorganisms, as supported by the applicant's data: 

Bruce/la abortus 
BacN/us cereus 
Campylobacter jejuni 
Listeria monocytogenes 
Shigella sonnei 
Escherichia coli 
KlebsieJ/a pneumoniae 
Pseudomonas aeruginosa 
Staphylococcus aureus 
Streptococcus p yogenes 
Salmonella typhimurium 
Salmonella choleraesuis 
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3. The proposed label claims are acceptable for the use of the product, Virkon S, as a 
disinfectant against Porcine circovirus type II on hard, non-porous surfaces in the presence 
400 ppm hard water and 5% organic materia l when used for a contact time of 10 minutes at a 
use dilution of 1 :200. 

4. The proposed label claims are acceptable regarding the use of the product, Virkon S, as a 
disinfectant with fungicidal properties against Trichophyton mentagrophytes on hard, non
porous in the presence of 400 ppm hard water and a 5% organic soil load for a contact time of 
1 O minutes at 1: 50 use dilution, as supported be the submitted efficacy data. The contact time 
and use dilution rates are consistent with the proposed label claims. The applicant should 
specify on the proposed label, page 5, Broad Spectrum Disinfectant, that efficacy against 
Tr;chophyton mentagrophytes was demonstrated at 2% use dilution. not the insinuated 1% 
solution in mentioned in this section. This is clarified on page 12. Institutional and Service 
Facilit ies (Human Health) section on the proposed label. For clarity, the use dilution should be 
mentioned in both areas of the proposed label. 

5. The proposed label claims do support the use of the product, Virkon S, as a disinfectant on 
hard, non-porous surfaces against Xanthomonas axonopodis and Mouse Parvovirus . 
Neither Xanthomonas axonopodis nor Mouse Parvovirus are considered pests according to the 
OIE, therefore efficacy data is not required at this time. A use dilution and contact time should 
be included on the proposed label. At present it is unclear, as to what use dilutions and contact 
times ensure efficacy. 

8. Label claims Not Supported Because of Deficient Information 

1. The proposed label claims that the product , Virkon S, is a disinfectant on hard, non-porous 
surfaces in the presence of 400 ppm hard water and 5% organic material when used for a 
contact time of 1 O minutes at a 1: 100 dilution against the following microorganisms: 

Chlamydia psittaci 
Spring Viremia of carp virus 

These claims are not supported by the applicant's data. As detailed in the Conclusions section 
of this report, the data provided by the applicant was deficient and did not meet Agency 
standards. Furthermore the recommended use dilution for Spring Viremia of Carp virus is not 
clear on the proposed label. From the submitted efficacy report, CPE observed at 1:100 was 
due to toxicity of Virkon-S. The applicant should remove claims that reference the unaccepted 
studies from the proposed label, or provide the necessary efficacy that fully meet Agency 
standards. 

2. The proposed label claims that the product, Virkon S, is a disinfectant at higher dilution rates 
for the fol lowing microorganisms: 

African swine fever virus (at a 1 :800 dilution) 
Chicken anemia virus (at a 1 :250 dilution) 
Avian influenza virus (at a 1 :312 dilution) 
Infectious bursa! disease virus (at a 1 :250) 
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Transmissible gastroenteritis virus (at a 1 :450 dilution) 
Mycoplasma mycoides (at a 1 :200 dilution) 

These claims are not supported by the applicant's data. The applicant needs to remove these 
claims from the proposed label, or provide efficacy data that fully meet Agency standards. 

3. The proposed label claims that the product, Virkon S, is a disinfectant at higher dilution rates 
for the following microorganisms: 

Classical swine fever virus ( at a 1: 150 dilution) 
Foot and mouth disease virus (at a 1:1300) 
Marek's disease virus (at a 1:200 dilution) 
Newcastle disease virus (at a 1 :280 dilution) 
Swine vesicular disease virus (at a 1 :200 dilution) 

These claims are not supported. The applicant did not provide efficacy data to support these 
claims. The applicant needs to remove these claims from the proposed label, or provide the 
necessary efficacy data to comply with Agency standards . 

Note: The laboratory report assigned MRID No. 461660~12 states that the product, Virkon S, is 
approved as a disinfectant against Foot and Mouth disease virus (1 : 1300 dilution) and against 
Swine vesicular disease virus (at a 1 :200 dilution); however, the laboratory report did not 
include test results or control data. 

C. Miscellaneous Recommendations 

1. The proposed label continues to claim effectiveness against Candida albicans [see page 5 
and 12 of the proposed label; Human Health Pathogens section and Institutional and Service 
Facilities section, respectively] , although the applicant said that such claims have been 
removed. The applicant should comply with removal of the claims against Candida albicans. 

2. The applicant should make the following changes to the proposed label, as appropriate: 

On page 8, change "Maraxella bovis" to read Moraxella bovis." 

On page 10, change ''Foot and Mouse Disease Virus" to read "Foot and Mouth Disease 
Virus." 

On the page 12, change "or other textiles only it area is tested" to read ~or other textiles 
only if area is tested." 

3. On page 5 of the proposed label, under the section Broad Spectrum Disinfectant, there are 
ambiguous statements that need to be clarified. Briefly the statement . ~virkon Sis effective 
against numerous microorganisms affecting animals: viruses, gram positive and gram negative 
bacteria, fungi (molds and yeasts), and mycoptasma .... Efficacy of the 1 % solution against 
bacteria and viruses was determined in the presence of 400 ppm AOAC hard water and 5% 
organic material ," is misleading. As mentioned in the Conclusion section, several studies were 
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unclear concerning the final concentration of hard water and the presence/absence of organic 
material. This statement should be corrected to reflect only the microorganisms that were 
subjected to the stated test conditions (400 ppm and organic material) . Furthermore, some of 
the test conditions required greater than 1% solution to demonstrate efficacy (i.e, Trichophyton 
mentagrophytes), again making the statement listed above inaccurate and ambiguous. 

4. Special instructions are required when claims against Human Immunodeficiency Virus (HIV) 
are proposed. An example of these special instructions is listed below: 

Special Instructions for Cleaning and Decontamination Against HIV-1 on hard, non-porous 
surfaces/objects soiled with blood/body fluids.'' 

Personal Protection: Clean.up should always be done wearing protective latex gloves, gowns, 
masks, and eye-protection. 

Cleaning Procedure: Blood and other body fluids containing HIV-1 must be thoroughly cleaned 
from surfaces and objects before application of [product] . 

Disposal of Infectious Materials: Blood, body fluids, cleaning materials and clothing should be 
autoclaved and disposed of according to local regulations for infectious waste disposal. 

Note to PM- I caution the Agency against approving multiple use dilutions and contact times for 
microorganisms. This product has been granted approval previously, with varying use dilutions 
for viruses and bacteria. Oft times when a product is used, a consumer is unaware of the 
microbial contamination and possible interactions between multiple contaminants. For it is rare 
that a surface is consistently contaminated with one species. Antec's rationale is that 
~virkon S is used for specific known disease outbreaks." 
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July 16, 2004 

Document Processing Desk (COADR) 
US Environmental Protection Agency 
Office of Pesticide Programs (7504C) 
Room 266A Crystal Mall 
1921 Jefferson Davis High,,lay 
Arlington, VA 22202A50l 

To Whom It May Concern: 

Antee).! 
INTERNATIONAL 

A DuPont Company 

Subject: Addition of Non-Exclusive Agent 
Antee International EPA Company No. 62432 ·- / 

•••••• • • • • • 
•••••• • • •• ...... 

• • ••••• 

•••• • • •••• 
••• • • • •• 

• 
• • • • • •••• 
•••• • • •••• 

• 
• ••• • • •••• 
•••• • •••• 

This letter is to confirm the appointment of the following non-exclusive agent to act on behalf 
of Antee Internatjonal in all matters related to US EPA registration activities. Antee 
Jnternational is now a subsidiary of the DuPont Company. The US Emrironmental Protection 
Agency is authorized to discuss all matters including Confidential Business Information with 
the appointed agent 

Nancy Lomax 
Regulatory Manager 
Dupont Chemical Solutions Enterprise 
P. 0. Box 80023 
Wilmington, DE 19880-0023 
Phone (302) 892-8268 

Should you have any question, please feel free to call. 

Sincerely, 

CC: Mr. Jeff Jones, Delta Analytical Corp 

(_) ....., ln,.mattonal - A DuPont ...._, 
L'l\l'.!lro11 "'Pm)Pl.f. W(odham Hoad, Chilton Industrial Estate, Sudbury, SuffolK, COi O 2XO UK 

Tel +44 (O) 1787 3n 305 Fax +44 (O) 1787 310 846 E-mall biosecumv@aoteciotcom Web www.antednt.com 
f,J1'SC \liluim.tttor.a/ limilluJ 

i'eg':#.l;eu Olrf.ce· Wedgwood W.f, Sl!f,9!1aQ.e SG I ~OIi Regl!;ler(d llurnbsr. 600279 £11g1arul 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

June 9, '.2004 

.DELTA ANALYTlCAL CORPORATlO~ 
ANTEC 11\"TERJ rATTONAL LTD 
7~ 10 \NOOD~..fONT A VENUE, # l 000 
BETHESDA, !v1D 20814 

Repon of A11alysi · for Compliance \Vtth PR Notice 86- -

Ol'flf'F Ol• 
l'RL \'fNT ION, PESTICIDE ' \ 'ID 

TOXIC. Sl [l.;:TA7'C'f.' 

Thank you for your. ubmittal of05-t'v·U Y-04. Our . ta.ff has compleLed ,1 preli minary 
analysis of the material. The result · are provided as follow· ·,. 

• Your submittal was found to be in fu ll compliance \.Vith the standard for submh,ion or 

• 

data contained in PR Notice 86-5 . A copy of your bibliography i , enclosed, annotated \Vith 
Master Record ID's (MR.IDs) as ·igned to each document suhmitted . Please use thes numbers i.n 
all future reCerences to these documents. Thank you for your cooperation. lf you have any 
questions concerning this data submission, please raise them \.Vith the cognizant. Product \fanager, 
to whom the data have been relca$ed . 
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January 5, 2004 

Mr. Adam Heyward, PM #34 
Antimicrobials Branch 
US EPA 
Washington, DC 20460 

DELT7' 
ANALYTICAL 

CORPOMTI0N 

-===----

Subject: Virkon S; EPA Reg. No. 62432-1 ; Your Letters Dated July 22 2003, and 
August 5 2003; New Alternate Formulas; Addition of Organism Claims; 
Higher Dilution Rates 

Dear Adam : 

The purpose of this submission is to respond to your letter of July 22 regarding 
Reregistration requirements, to respond to your letter of August 5 regarding the Spring 
Viremia of Carp claim, to propose a new basic and several alternate fonnulas, to add 
organism claims, and to specify higher dilution rates when specific organisms are 
targeted . The submission includes: 

• 

• 
• 

Application for Pesticide Registration (EPA Form 8570-l) 
Confidential taternent of Formulas (EPA Form 8570-4; 2 copie) 
Proposed Product Label (5 copies); one cop., "'1ith proposed changes highlighted 
Current Stamped Label 
Certification with Respect to Citation of Data and Data Matrix (EPA Form 8570-
34 and 8570-35) 
Response to omments in EPA Letter Dated July 22, 2003 

The additional required data included in trus package are submitted ·with separate cover 
letters depending on the purpose of the data submis ion. • ••• 

Response to July 2". 2003 Reregistration Letter 

, c· f\ c. ' t. 

In the July 22, 2003, letter following the reregistration rcvjcw of the Virk(m S : 

. . ; . 
~ ' .. . . 
' 

registration, the Agency requested certain changes in precautionary and fa~ m~ 
statements, and questi ned certain organism claim based on previously subri11tted data. . · 
An anachment to this letter, "Response t Comments in EPA Letter Date~ )ili··22 2003.'; 
address each of tile Agency's Gommcnts in turn. This submission contains requested. · • · , . 
label clumges and in s me cases nev.· data addressing organism claim issues. • · ' ' 

7910 V/oodmcnt Aver: e S·Ji'e 1000 Bethesda, },foryland 20Sl4 
(301~ 652-5495 .~ (30~ ~. 652-5~08 
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Spring Virernia of Carp Claim 

In your letter of August 5, 2003, you denied the proposed label claim against Spring 
Viremia of Carp because it is a "public health orgarusm.'' \'\ 'hi.le l 1.)elieve the Agency is 
now convinced it is not a public health organism, 1 note that it is ?r~sent on OIE List B. 
This submission includes the requested efficacy data in the package v.rith data supporting 
nev1o' organism claims. 

Replacement Basic Formula 

The replacement basic formula corrects the original and current approved formula whose 
active ingredient percentage was based on the lower certified limit rather than the 
nominal value. Ibis brings the Virkon S active ingredient percentage for potassium 
peroxymonosulfate more in line ""~th the Virkon formula (EPA Reg. No. 62432-2). I will 
be submitting a replacement basic formula for Virkoo shortly which is absolutely 
consistent with the new basic formula for Virkon S. I emphasize that these replacement 
basic formulas involve no change in the formulation whatsoever1 but simply accurately 
reflect the nominal value for potassilil!l peroxymonosulfate and improved accuracy in the 
active ingredient percentage calculation. 

New .Alternate Formulas 

The proposed alternate formulas include dye and :fragrance-free variati ns on the basic 
formula and a new tablet formula. The tablet formula is upported by confirmatory 
efficacy data which is attached. 

• Ne\v Organism Claims 

The proposed label includes new organism claims agairu t. Bacillus cereus, Bruce/la 
abortus Campylobacter jejuni, Chlamydia psif1aci, Listeria monocytogenes, Shigella 
sonnei, Spring Virernia of Carp Virus, Swine Vesicular Disease Viru · and Trichophyton 
mentagropbytes . Data supporting these claims js submitted herein. The data on Swine 
Vesicular Disease is incJuded in the data. pack.age for higher dilution rates discussed , · · · 
below. ' · 

< .. ' 
C 

A new animal health claim against Mouse Parvovirus and a new plant pati:iogcD claim · 
against Xanthomonas axonopodis arc also proposed in thi submission. ~l¾PPQrting · :·: '. : · 
efficacy data for these claims has not been submitted but i available for subn~ssion .. . , 

• " f • •• f • 

ffigher Dilution Rates 

... " ' 
The proposed label includes a new use pattern titled "Disinfection Limited to Specific ; · · · 
and Known Disease Organisms.~' For general disinfection., the recommended appbcaiiori 
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• 

rate calls for a l % solution. When Virkon S is used for a specific and knovm disease 
outbreak, Antee would like to recommend higher d:b!ions (weerer so~utbns). Data 
evaluating Virkon S efficacy at the proposed clilu::ic,L nh.e~ a,e iur.ludr:d in tri 
submission. 

If you have questions about this submission or need add ;1.i0nal d0l,11ments or clarification, 
please contact me. 

Thanks for your assistance. 

Sincerely, 

T. Jeffrey Jones, Agent 
Antee International Ltd . 

Enclosures 

l C L 'C. ' 4. 
4. ( , I 

< 

.• ' . . 
< . ' 

I I l J ~ 

'I ~ , • 

. 
.. • .. ..lo 
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December 21, 2003 

1fr. Adam Heyv.rard, PM #34 
Ji. _._:__, : .,. __ 1.,.:_ 1 '""! T,, - .- - L 

ri.J, h .. J.LO.a.""'~v v.1.u.L.) ~.A. , .. u...u ... .u 

US EPA 
Washington~ DC 20460 

~ 
DELTA 

ANALYTIC !\L 
CORPORA.' •K 1N 

-=====-=~-

re: Virkon S; EPA Reg. No. 62432-1; Efficacy Data Responding to Agency Comments 
in Letter Dated July 22, 2003 

Dear Adam: 

Enclosed please find the follov.ring data submitted in response to the Agency's comments in a 
letter dated July 22,200" : 

• Volume l of l 
AOAC U e-Dilution Method: Esherichia coli, Klebsiella pneumoniae, Staphylococcus 
epidermidis, Salmonella typhimurium and Streptococcus pyogenes; Antee Vrrkon S. 

MRID# 46166001 

If you have any questions regarding this submission, plea<;e contact me as soon as possible . 

Sincerely, 

T. Jeffrey Jones, Agent 
Antee International Ltd. 
Enclosures 

.. " ..... . ~ . . .. 
• • t 

.. 6 

6 a I • ~ 

7910 Vlood..'"!lom Avenue Suite .OOJ Bethesda, Maryland 20814 
(301) 652-5~9.S f _;\,X (30~) 652-5408 

•'* , .. . .... . . . ........ . 
• 

~ 4 i , 

< 
' t. 1 ( 

( l (', (: 
( .. 

.... t . 
... (d • . ... . .. . .... , 
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December 21, 200" 

~ 
DELTA 

ANALYTICAL 
CORPO.RAT.O:-{ 

~ !- '\A-::,-, U"' ,... ,...,~-4 Pl\ f #3 A . . • · , -
J. .. :...J. • ~ .)U..:.U.A..JI ~,LOW) ,.,._......_\o,I.! A. Jr,.. t ,.. "' 

Antimicrobials Branch 
USEPA 
W ashingt.on. DC 20460 

re: Virkon ; EPA Reg. 'o. 62432-1; Confirmatory Efficacy Data Submission for 
Tablet Formulation 

Dear Adam: 

Enclosed please find the following data submitted to support new tablet formuation: 

• Volume l of I 
Pr duct hemistry: upplernent to Manufacturing Process Description; Virkon S Tablets 
MR.ID# 46166002 

• Vohnne J ofl 
AOAC Se-Dilution Method: Staphylococcus aureus (ATCC 6538) and Salmonella 
cholerasuis (ATCC 10708) 

MRID# 4616 6003 

.. .., .. 
If y u have any questions regarding this submission, please contact me as soon as po sibi~ • • • 

. . . . . . . .. . 
• 

Sincerely, 

T. Jeffrey Jones, Agent 
Antee International Ltd. 
Enclosures 

•• ,.,.c. 
• • <, 

• <. 

• \,. ( I 4. ( 
L < .. , 

7910 Wcxxi."t1om Avenue Su11e 1000 Bew..esda. Maryland 20814 
(301)652-5495 FAX (301 )652-5408 

( I !: (' 

C 
I L r t 

" \ \ ' ( 1 
~ . 
• • 

• 
• 1 •• 

• J • , 
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December 21 , 2003 

Mr. Adam HevVv·ard, PM #34 

USEPA 
Washington, DC 20460 

L 
DELTA 

ANALYTICAL 
COR..~RA':'ICN 

re: Virkon S; EPA Reg. No. 62432-1; Data Submission to Support ew Organism Claims 

• Dear Adam: 

• 

Enclosed please find the follov.'in.g data submitted in support of new organism claims on the Virkon 
S label: 

• Volwnelof~ 

• 

• 

• 

The Evaluation of the Efficacy ofVirkon S against Campylobacter jejuni in the Presence of 
AOAC Synthetic Hard Water and a 5% Soil Load 

:MRID# 46166004 

Volumelof~ 
The Evalua.1.iou oftht:: Efficacy of Virkon S against Bruce/la abortus in the Presence of 
AOAC Synthetic Hard Vlater and a 5% Soil Load 

:MRID# 46166005 

Volume J of 8 
l O Minute foactivation of Chlamydia psittaci by Virkon S 

MRID# 46166006 

Volumciof£ 
• • • • ,e: • 

• • • • < 

AOAC Use-Dilution Method: Listeria monocytogenes (ATCC 19117) ·. ~,, ~ 

MRTD# 46166007 , .. : : 
• • 

I. t • '" • 

7910 Woodm:::int ft:,:enue Swte lOOO Beiliesd.a, Maryland 20814 
(381) 652-5495 FAX (301) 652-5408 

. .. " 
• . .. . 
• • ... .... 
• 

t t. , l 

I 4" I • 

• lb C ( 
C < 

f ~ 

I 1 • 9 . 
• J .. ., 

- -.,. .. J . 
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• Volume i of.a 
The Evaluation of the Efficacy ofV.irkon :igilistPseucomonas :ieru1sinosa and Bacillus 
cereus in the Presence ofAOAC Synthetic Hrrd ~ater a"Jd a 5% Soil Lead 

1'1RID# 46166008 

• Volume§ of 1l 
The Evaluation of the Efficacy ofVirkon S agamstShtgellu sor.mi in the Presence of AOAC 
Synthetic Hard Water and a 5% Soil Load 

MRID# '16166009 

• Volume 1 of _a 

• 

Efficacy of Virkon-S against SVCV 
MRID# 48285001 

Volume~of~ 
TI1e Evaluation of tbe Efficac~ of Virkon S against Tricophyron mentagrophytes in the 
Presence of Hard Water and a 5% Soil Load 
MRID# 46166011 

ff you have any questions regarding this submissio~ please contact me as soon as possible. 

incerely, 

(¥~ 
T. Jeffrey Jones, Agent 
Antee International Ltd. 
Encl sures ... ., ~ 

• • ··~· 
• • . ,. ... .., 
• 

• • 8 I IC • . . . ' 
f 4 • , t f 

.. ( l (. \ ~ ( t '" ( 

' . 
'C' I' ('(. 

' r 

I t ( I . ' 
l' L 

" ,. \ f ' .,/ 

. , .. 
I ' ') A 

• . ... , ~ 
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D 
DELTA 

ANALYTIC}\L 
CORPORA11C.:-I 

December 21, 2003 

Antimicrobials Branch 
USEPA 
Washington, DC 20460 

re: Virkon S; EP~ Reg. No. 62432-1; Efficacy Data to Support Higher Dilution Rates 

Dear Adam: 

Enclosed please find the follo,ving data submitted to support the higher dilution rates (,,reaker 
solutions) on the Virkon S directions for use: 

• 

• 

• 

• 

VoJumelof~ 
Ministry of Agriculture, Fisheries and Food: Approval of Disinfect.ants-Antee Virkon S 

MRID# 46166012 

[This study was previously reviewed in conjunction Viii.th the Agency's approval of the 
Foot and Mouth Disease claim several years ago.J 

Volume 2 of .B. 
Laboratory Evaluation of Antee Virkon S Disinfectant as a Virucidal Agent again..i:t. ,. 
Infectious Burs.al Disease (Gumboro) Virus • •• • • 
MRJD# 46166013 : ... : . 

• 
• • • • I." • 

Volwnc .l_of£ 
The Virucidal Effect ofVirkon Son Chicken Anaemia Agent 

MRID# 46166014 

Volwne .4.._of ! 
Virucidal Effectiveness Test 
MRJD# . 48265002 

. . . 
• • 
C' D l·. C " 

• <, 

•• ....... 
" . 

I. (' ..... 

7910 Viloo:i.1T1orl Avenue Su.:.te 1000 Be:hesda, Maryiand 20814 
(3Jl) 652-5495 FAX (3Cl) 652-5408 

.. , l . 

' ' . ' 
~ C ( r 

' C 
C ( 

. ' ' .. 
< .. l,. 

f •• ., . . .. . . 

. I 
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• Volume2of~ 
The Determination of Efficacy ofVirkon Sat Two Di>uito,l'i ~ai'l.S~ ~ee Isolates of 
Mycoplasma mycoides subspecies mycoide ,; ~m:ill colcn:; t;n~ usine, the Hard Surface 
Carrier Test Method and in Use Test Method 
11RlD# 48265003 

• Volume§ of~ 
Test for Efficacy (Virkon S) against African S\\rine Fever 
11Rill# 48285004 

• Volume 1 of~ 
Laboratory Evaluation of Antee 'Virkon S' Disinfectant ac; a Virucidal Agent against 
Avian Influenza Virus 

MRID# 4616601.S 

• Volume~ of!i 
VirucidaJ Effectiveness Test; Porcine circovirus; Test Agent: Virkon S 

MRID# 46166019 

If)10u have any questions regarding this submission, please contact me as soon as possible. 

Sincerely, 

T. Jeffrey Jones: Agent 
Antee International Lt.cl. 
Enclosures 

• • ....... 
• . ' ....... 

• .- r \ t 1 ( I \ I 

( ( . 

"' l ' 't ( 

' ' t r, c.. • " . 
( ' ( ( . '. ( 

• ' r • 

• "t 'I , . . .. , . 
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Response to EPA Comments Pertaining to Reregistration in Letter 
Dated July 22, 2003 

EPA Comment: 

This product meets the criterion for Restricted Use Classification (RUP) based on the data that 
p1aced it in "Toxicity Category r' for primary eye irritation and primary dermal irritation 
categories. In lieu of classifying the subject product for RUP, the precautionary statement must 
be revised to read as follows: 

PRECAUTIONARY STATEMENT 
HAZARD TO HUMANS AND DOMESTIC ANIMALS 
DANGER 

Corrosive. Causes irreversible eye damage or skin bums. Harmful if swallowed or absorbed 
through the skin. Do not get in eyes, on skin or on clothing. 'Near goggles (or face shield). 'Wear 
protective clothing (long sleeve shirt and long pants, socks plus shoes and chemical resistant 
gloves such as water proof gloves). Wash hands before eating, drinkingj chewing gum, using 
tobacco or using the toilet remove contaminated clothing and wash clothing before reuse. 

Antee Response: 

The proposed label has been altered as EPA requested. 

EPA Comment: 

The Spanish signal word "'PELIGRO" must be added to the keep out of reach of children 
statement. 

Antee Response: 

The Spanish signal word has been added to the proposed label. 

EPA Comment: 

The First Aid statement must read as follows: .. .. 

Antee Response: 

The formal of the First Aid Statement has been altered as EPA requested. 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
• • •••••• • 

• 
• ••• • • •••• 

• ••• • • •• 
• 

•••• • • •••• 
• ••• • •••• 
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EPA Comment: 

The label claims are acceptab1c regarding the use of a 1 % solution of the product, Virkon S, as 
c)eaner-disinfectant against Pseudomanas aeruginosa, Staphylococcus aureus, and salmonella 
choleraesuis in the presence of hard water and organic material on hard nonporous surfaces for a 
contact time of 10 minutes. Hmvever the label must identify the concentration of hard water or 
organic soil loading. 

Antee Response: 

The current approved label identifies the "concentration of hard water or organic soil loading'' as 
follows: "Efficacy of the 1 % solution \Vas determined in the presence of 400 ppm AOAC hard 
water and 5% organic material." 

EPA Comment: 

The label claims against Campylobacter pylorodis are acceptable. Ho\vever, more information 
must be provided on the strain used in the study of Campylobacter pylorodis The strain was 
identi fled only by the testing laboratory's in-house ID number ("GBL' ), and the characteristics of 
that strain are not known. Note also that the Campylobacter pylorodis tested was probably 
Campylobacter pylori, and is now called Helicobacter pylori. 

Antee Response: 

The label claim against Campylobacter pyloridis has been changed to Helicobacterpylori. 

EPA Comment: 

The label clain1s are not currently acceptable regarding the use of 1 % solution of the product, 
Virkon S as a disinfectant against Escherichia coli, Klebsiella pneumoniae, Staphylococcus 
epidermidis, Streptococcus pyo genes, Salmonella typhimurium and Candida albicans in the 
presence of 400 ppm hard water on hard, non-porous surfaces for a contact time of 10 mm\l~. 
Although no growth was observed in subcultures of the carriers tested, the studies ·were n8ti•• • 
conducted in the presence of an organic soil load. Page 4 of the label indicates that prod~.:. 
"efficacy was determined in the presence of hard \Vater and organic material. : ;Jl~;fore; yo11 
must provide information that clarifies whether the 1989 studies or any other l tuaiJs wen~ ••• 

• • 
conducted in the presence of an organic soil load against the above listed microcrg¢nisms~ • • • 

Antee Response: 

• • • • • • 
••••• • • ••••• 

• • •• 
• 

• ••• • • 
Antee has conducted ne,v studies on each of the organisms identified by the Agency excep(::. 
Candida alhicans in the presence of 400 ppm AOAC hard water and 5% soil load. The dat:i.is 
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submitted vvith this package for EPA review. The Candida albicans claim has been removed 
from the proposed label. 

EPA Comment: 

The label include claims of effectiveness against Humanimmw1odificiency Virus (HIV), 
however, the data submitted did not include studies to confinn the claims of effectiveness against 
HIV for a contact time of minutes (or until air -dried). The label needs to clearly indicate the 
efficacy relates specifically to HIV type 1. In addition, the label needs to clearly indicate the 
efficacy relates to hard, non-porous surfaces. 

Antee Response: 

The HN claim on the proposed label has been modified to make clear it applies to HIV Type 1 
on hard non-porous surfaces . 

EPA Comment: 

The label claims (as supported by MRID No. 41 0574-1 0) are not currently acceptable regarding 
the use of a 1 % solution of the product Virkon S, as a disinfectant against Escherichia coil, 
K!ebsiella pneumoniae, Staphylococcus epiclermidis, Streptococcus pyogenes, Salmonella 
typh;murium, and Candida albicans in the presence of 400 ppm hard water on hard, non-porous 
surfaces for a contact time of 10 minutes. Although no growth was observed in subcultures of the 
carriers tested, the studies were not conducted in the presence of an organic soil load. Page 4 of 
the label indicates that product "efficacy was determined in the presence of hard water and 
organic material." To maintain these claims, you must provide information that clarifies whether 
the 1989 studies or any other studies were conducted in the presence of an organic soil load 
against the above-listed microorganisms. 

• Antee Response: 

This comment is identical to one above and Antec's response is the same. 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• ••• • • •••• 
• • ....... 
• 

• 
• ••• • • ..... 
•••• • • •• 

• 
• ••• • • •••• 
•••• • •••• 
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Hatt aMI_Jutnn:ti4n# - - ·• l,tdou-oomniwtuwo t ....... 

~;&EPA Unit,i,d St111tcis 

Environmenta1 Protectio,n Agency R. -e-• :g1-is. :tration 
Amendment 3034S5 
Oth,er 

Application for Pesdcide - .secti,on1 I 
1 ! 1 •. Ct1m'J)EO!V-/P,rw~ c:t Numbe,r 

6,2432-1 

4. Compani'(JProd1uet (Nlamt1! 
Virrkoni S 

5. N1;1rn~· srKI Addres,-Qf Ap1ilicant (lncle.d-tt ZIP Gofiil'J 
Antee I ntem afo:ma.l L. td . c/c DeUa Analytic:a.l Co1rp. 
7910 Woodmont Ave., Suite 1000 
'B,ethesda, MD 20814 

1 
2 .• EPA Prcidu:e-t Mllnagt1r 

1 Adam Heyward 

:PMI! 
34 

3. Pr,tipoijed CIH<Gifilc-.Mhin 

I , j N!t!rnl D Fh~!lt!'!Ctod 

6 . IExpeditedl Reveiw. lln accordla1rK:e with FIFIRA Sect i.rin 3 (cHJ) 
lbil1il, my product is similair or identical in ca,mposituon and labeling; 
to: 

EPA [Reg. IINo. -----------------

Product Name 

Sectio-n - Iii 

LJ 
D 
D 

Finel :11rintA!!dl lab&l:a l,n rep:a(H'IS!i< to 
Agen.c:y letter da,til!d 
"Me Toe,~ Appli"e11tion. 

E:Xpla'li'hltion: L.'l:se additional pageM irf neoesmuv. fF<1r s-eetio n 11 and-:S11otl on II .i 

ProPQ$ed amendmerrt responu:ii.n,-g Io your letter of J1uly 22 regardllng Reregistration ,re(juirements, re.spo:m:lifl!J to- yo!Llr l'etter oI August o regardln91 the S,pr'ing 
Vir.emia ot Ca l'[P ciaim,, proposing a mew oosic and severa'I altema~ f@rmulas, add'ing organism claims, and higher dill.11Joor11 ra~s -~ r s1p&cific organr~ms. 

Section - IH 

Met1111 
Plastic 
Glsi;s 
f'ap,iir 

_ _ I 

No. p~r 
cont:amer Oth1r (Spticitv],_------

I 
!;i,. 11.iocat.le<n ,of Label 01:r.C'llorns 

5. Manner· ltiolh Lmlel is .AJfi11:11d t:o Pmch.J,~t 

Section - IV 
1. Contact" P,oint 

~ 
ii!. , •• -

••••• 
..... ,11!!1 • .. 

N.11m11 

Jeff Jones 
l ,itle J~one N!r~~.ll'de Are11 CocJt:1) 
Agent, Antee 11ntem at1ona1 ud. I ~o i 11Ss2 54";:i. : 

••••• .. ., 
···""· I c$i1~fy that the ristemell'lts II lilaw made 01n this f 'om, and all 11.tta:anri;e,nt!I thara-to a~ tni•!!<, 1ccu1rate ,11nd compl~o. 

I !loknowlediga that an,y kno wl.i nglly false or mlsleaain,g st:atomen,t ,may be pu.ni~habl11 by fl,nl!I -or 1lmpri$OM1eint ,Of 
both under e,ppli011bl11 .l!lw. 

'•-"''"""" ~ ~ 
4-. Typed ,Nl.srn-e 

· Jeff Jlones 

EPA Ferm 86,J,Q-1 1!Fltiv. 3-941 Previous Mli,timlls are cbso!et11. 

1

3. Tide 

Agent, Antee II ~ternation a I Ucl 
I 
1 

5. Datll 

rl January 5, 20041 

-.. 
6. D11t1 Appliell"lion 

Received ·• ... . ,~ ~, ••~lllJH:1.11, . ..... 
·• ••••• 

I 
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UNIJTED S'f ATES E.NIVIIRONMENITAl. PFi:OTl:C-TION AGENCY 
401 M Street, S.W .. 

WASHIINGTOH, D.C .• 2!~0 

P,a.penwort Rec!uction Act. Nollcc: Tihe p!!lbli:c r.:parting lburden fur ltils collEIC11iiri of lrrfor:malion, is e-s~mal$dl to, .i.ver.iga 1.25 hoors per respc!l:ise for r,:egif>1JaJtio1:11 
.and o.25 nQMN";; per rei,,poli15e fo<r reregistration amt sp,E:cial r,ev:iew actr,,mes, irnciuding time rorr readifl!ll ll:111~ instru:ctians and comple1ing !he, nooe5s;;i;ry fonm5. Sefild 
comments reg;irdi11g bumlfl.fl esllmal:f! Qf arry o1her ol$pe,et or this cel!lec~of'I of lliilforrMtioo, inolooirigi suggeslioflS Mr re<ll.l!Cing the burttet1 i:o: D1r1e1 ctc1r, O:PPE 
irrlomia~on Marlilgement DNision (21137}. UJ.S. Erwiranmcn!a:I Praooctloii Aooncy, >101 M Streei, S,W,, Wasl1iriglton, DC 20400 . 
Do 111ot si.llll!d !lie ownpleted form lo this address. 

Aoplicant':s/Retjistrant's Nar:ne, Addrrcss, :am.d Telel)hone ~rniber 
Alnli:ec lnter1a.1tlonell U>d, clo Delta Analtica:I Corporation; 301i '652 5495 

Aciive ll'ltfl'i8dientisl and/or ;repre~ellif~live te~t cam1J>1:MJ1rad(s) 
potassium peroxy1m;inosuHate; sodium ct,lc,ride 

Getieral lJlse F'attem(s} Jilisl all! ll"!ose Ci'.almed for lhis proclluci usiilg 40 CFR Pm 115!3} 
ln.'il:oor 

I 
EF. -A. Regi~traUon Ni.ml'ber/f"ile $ymb<il 
•62432-1 

II 
10.t\e 
1~ Dee :iOOS 

Pf0d1Uct N_ame 
Virkon S 

I ) . Ni~~: If your l)roduct is a 100%. repackagilllJ of ano1tier,purci'l.aS(ld E'.PA-. ragl$1e;redl iprocil.lct la.bare~ for aJI UJ;re same us.es 0111 'i"OOr Iii.bet yoi.! d:o iiO't 1TI1eeol to 
,.s.ullm1Uhis fom,, 'l"ou must subml[ tl~, F'(;fmtl,llatO!'\s E:<emp!1on Slatemrent (EPA Form 8570-27). 

I am r~~difl91 to ai Datia-GaJl, ln Nofire, and ha"'9, indudedl wllh llhis form a 1iM or ~mpanies s~nt offers of ,uompen:.aroio:n (ttie [!ilia IM;;ilrix rorm 51hl)Uld 
be uised for llills p111rpO$iil), 

1n---~~~~~----------------~---..... --------------------------11 
I 

D 

SECTION I: METHOD OF DAT A SUPPORT (Ohect ooe melh!;ld ,only) 

I am ,u&Jng lhe, cRe-a, 11 me1iloo of sl!JJPor:t, and have included with 11:ils form 
a list ot companies. senl o'Ners of oompensatit1n (!he, Data fi.~lrix faml, 
:shool):J be us.:d for lhls p111rposiil·). 

I am i.l$i~1 Ille se!e;;Uve, n,1e11iodl ol' $~pp.or! (OI' ciie-all opli'on 
und~r 1!1'!El, s:e~c:llve Fl'iElihor:I), andl have ioclooed \ffl1t! this fbrm .a 
ocrnpl:etedl list of dam irequ:iremenls (the Data Matrix: farm m111sf: be 
usfld). 

SECTION II: GIElNERAle OFFER TO PAY 

[Regwredl if using 1tie cileaall. mebhoo ,cw wtlen 111~i1m91 Ille c,lte,;;;rll op~on uooerr ltille selectlvi;i m€i01od t(I salfMy o~ or n1ore d~l.i ~ .uitie11~e~] 

D I l'!ereby offer e.n.d a9ree to pay oompensatioo. ta rnt111r f}flrsoos, IM1h rega:A:I to lhe, approval ohtiis applicalion, to llii1e e;llrer'lt requiretl lb,y FIFRA. 

SECT!J;QN Ill: CER:TtFICATION 

I cemlify lflat. 1ihis a,pplka~or1 for ~gislraijon,, this form torr rceregistrationi, or ltris IDafa'-Call-1111 rnspoo~ Is supp,ol'too by a:11 data submitted or ctted in Inc 
··pplicalionfor regisi!Jrali:on. the fDl'lll for ~r~ls1r.i.filofr, O'fthe Da~"CalHn, response, 1111 addilioo,, if lhe cite.all optioo orcil:e,,all opmm 1.1nderltie :seleciwe method is 

· icalt8rl ii'I Sec;,1ion I, 1lli:.; applfmmoo is SllJ>;ported l:ly ~II dana ir1 Ille Ageocys mes lhait ( 1) eot1cern 1Jhe, propertie5 ,or ,effects of ltlis proou.ct or an ideri~~I or 
· u'bstanoolty similar prodl.!>Ct,, Oii' ooe or FlilQre of ttie ingredients rn ihis proouct; and {2) is a tyiPe oI d,ata lh.it wo,ul'd be required to be submlltad 1,moor 1110 dala 
re(lufrements in e:ff"ect an th.e dat~ of approv"I or ltri6 ap,p!ic:Mlomr ii' 11le a;ppltc311lmrn solf/jJlht the iniitial reg[slrartion ,of a prod:uct of icLQrttical or !lii~b 1oo~posilicm and 
ldlse<S ,. ,. • • • 

• • I certiify ttiat far 11Jaeh e:xctu*-'e i.iSEi $'rudy e.Jited' in ~upporrt of 11li3 reg[stra0011 or rereglslral!on, t~t I am the mtglt11al data su:bmltlnar.01 lk&t.i obaw al:ltafned 
Ioo w,r11t9Jl permission of IJTiie Ol'iginal darn s,ubmitter to cite ltiat. study. • ....... . 

I cenify that fef" e,aotJ, study cited i11 Gl.l!pp,ort Of ttiis reg[s1r.itti:on or reregis,1Jralion that is oot an 9}1ci'l!lsiv.e im, ~l:Udy,~ithe~: ,(I> I am Ith~ ,a,rigii'lal data 
s111bmi~r; (b} I have Obtain:ed lhe permiss[on ,oftt'Je Qi'lgi~I data ~omitter to USU1e S!l.ld'y irn Slipp;;irl.oflhinpP'icaitiioo; {cl~W'~~s ofe~ii'J~r 
oorrnpensa1ion oove ~p'ired 'fiot'' UiS ~wi;ly; {d) Ihle <f>UJ[fy is in Ille public literawre; or {e} I llaV<B nollfied iri w't:iri~ 1 lhe, comp.imry ~ $tl~it~d I.wit i 'llicJ~~a.nd ~ia.ve 
off~r,ed (I) lo pay oomp,e;ns.alion to Ille e:x!llr1t r,eq~lr.ed by ~Oliotn$. 3to:)t1 )(F) aootor :3(cH2:)(B) ,of FIFRA; al!ld {ii) to cornrnence n~~aUacJs ID de-rmirne ,tt;Je 
alin00111t alilldl terms of Olli1r!pe.~1loo, if any, to be paid for Uhie use of llhie stllldy. • •: ·• •. ~"· 

··"··· • 
I oe:n:ify trrral irn ~ I i111stan.oes M1er.e an Qffl[lt" of D:lrnJlensa.1ioc"r i$ requirea, oopies m all offers to P:lY oornpesn~lfon aml evid:aice ar fhtir a:Mivery in 

a=rdaooe with S\)ctiooS 3(c]fl J{F) aml/o.r 3(c)(2)(B} of IFl'FRA are availal'.i'I~ and \.!JI ii be ~ul>mll~d to the Agency upon req~est Shook! II ra11 ~oe, Si!Jril 
e:v~d~ence ·fo loo· Ageocy U;pon l'eQU;e$!, I miderstaml ttm! 1li'le A.gency may ini:fu\11} aQti.:lrl kl deriy, ~nO;!II o~ S11spen.d lhe regisl!falion Qf my produeJ, Mn.foFl'ill it)• with 
FIFRA, • . ~ ... 

I i.a,rUfy that Ore statements I have m,iufu, on ·thl$. form and all atta.dimems to, It aJ/'e we,. a.ccumt,e, and ooff11Plmo. I aick1110\l'l'lcd.9e Umt ani 
knowingly false Cf mls.teatll[ng1 sitactement may lbe pu nl5ihable by ftln,e or lrnprlsonmon.t o:ri lbo1h under .i!Jpplica!l!e I.wt, 

Date irype,d or Printei:I Name: ~ml Tl1fi1: 

15Dec 2003 .k:ff Jf:lr1es, A.genl, Aritec ln~m~~oo;IJJ Ltd . 
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,.. .. ,.. Form Approved OMS No. 2070-0060 

~ ft l UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~ 401 M Street, S.W. 

WASHINGTON, O.C. 20460 

Paperwork Reduction Act Notfcc: lhe public reporting burden for th!s coneciion of Information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per respoose for 
reregistration and special raview activities, including time for reading the instructi011s and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this coUectlon of 
lnfocmalloo, inducting suggestions for rooucing tl\e buroen to: Director, OPPE lnfonnation Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date 15 Dec 2003 EPA Reg NoJFile Symbol 62432·1 Page 1 of 3 

App!lcant's/Registrarrt·s Name & Address Product 

Antee International Ltd. c/o Delta Analytlcal Corp., 7910 Woodmont Ave., Ste .1000, Bethesda. MD 20814 Viricon S 

Ingredient potassium peroxymonosulfate; sodium chloride 

Guideline Reference Number Guideline Stocly Name MR!DNumber Submitter Status Note 

830-6302 Color see Note 1 A. H. Robins PER 2 

830-6303 Physical stale -Do- -Do- -Do- -Do-

830-6304 Odor ·Do· -Oo- -Do- -Do-

830-8314 OXldatlonJReduction ·D<>- -Do- -Do- -Do-

830-6315 Flammability/flame extension NIA 3 

830-6316 Explodabllity NIA 4 

830-7100 Viscosity NIA 5 

830-1650 Description of formulation process -Do- A. H. Robins -Do- -Do-

830-1670 Discussion of formation of impurities -Do- -Do- -Do- -Oo-

830-1800 Enforcement analytical method -Do- -Do- -Do- ·Do-

830-6317 : ~ oragl shtb'lt~ -0<>- -Oo- -Do- ·Do-

830-6320 
~ . . . .. 
• c.>rr~ len ch8'ac:terisllcs -Do- ·Do- -Do- -Do-- ..... 

• • • • ••• • • • • • • • • • • ... . . . . . ; • • • • • • • • • • • • • • • • • •• • • 
Signature ~~ Name and Title Date 

Jeff Jones. Agent, Antee International ltd. 15 Dec2003 

EPA Form 857D-35 (9-97) Electronic and Paper versions available. Submit ooly Paper version. Agency Internal Use Copy 
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• • ....... , Form Approved 0MB No. 2070-0060 

~~) UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

~ 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwort< Reduction Act Notfce: The publlc reporting bur<len for lhls collecoon of lnformatiOn Is estimated to average 0.25 hours per response for reglwaUon activilles an<I 0.25 hours per respo~ for 
reregistration and special review activlbes, lnctuding lime for reading the Instructions and completing the necessary forms. Send comments regaroin.g the burden estJmate Of' any other aspect or this c:ol!ectlon of 
Information, including suggestioos for re<!ucing the burden to: Director, OPPE lnfonnation Management Division (2137). U.S. Environmental Protection Agency, 401 M Street, S.W., Washlngton, DC 2046-0. Do not 
send the form to this address. 

DATA MATRIX 

Date 15 Dec 2003 EPA Reg No./File Symbol 62432-1 Page2 of 3 

Applicant's/Registrant's Name & Address Product 

Antee lnter.i1ional Ltd, cJo Delta Analytical Coll)., 7910 Woodmont Ave ., Ste. 1000, Bethesda, MD 20814 Virkon S 

ingredient potassium peroxymonsulfate; sodium chloride 

Guideline Reference Number Guideline Study Name MR!DNumber Submitter Status Note 

81-1 Acute oral lox1city 41057402 A. H. Robins PER 2 

81-2 Acute dermal toxicity 41057403 -Do- -Do- -00-

81-3 ACtJ!e inhalation toxicity 41057404 -Do- ·Do- -DO-

81-4 Primary skin iniatlon 41057405 ·Do- -Do- -DO-

81-4 Primary skin lrrlallon 41057406 -DO· -Do- -DO-

81-5 Primary eye irrttation 41057407 -Oo- -DO· -DO-

81-5 Primary eye irritation 41057408 -Do- ·Do- -DO· 

81-6 Skin sens,tiz.aUon 41057409 -Do- -Do- -DO-

• • •••• • • • • 
- - -- -• • • • •• • • • • • 

• • • • ••• • . . . • • • • • • ••• • • . . . • . . 
• • • • • • • • • • • • • • • • • • • ••• 

~~ 
-

Signature Name and Tille Date 

Jeff Jones, Agent, Antee lntemational Ltd. 15 Dec 2003 

EPA Foon 8570-35 (9-97) 8ectron/c and Paper ve~s available. Submit only Paper version. Agency lnwmal Use Copy 
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@ 
Form Approved 0MB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The pubric reportlng burden for this colleciiOn of Information is estimated to average 0.25 he>urs J>er response for registration activities and 0.25 hours per response fOf 
re~istratioo and special review activities, Including lime for reading the instructions and completing the noce$sary forms, Send oomments regarding the burden estimate or any olher aspect of this conociion of 
information, Including suggestions for reducing tho burden to; Director, OPPE lnfonnaUon Management Division (2137), U.S. Environmental Protecllon Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date 15 Dec 2003 EPA Reg No./F~eSymbol 62432-1 Page3 of 3 

Applicant's/Registrant's Name & Address Product 

Antee International Ltd. c/o Delta Analytical Corporation 7910 Woodmont Ave. Sutite 1000 Betheesda, MD 20814 Virkon S 

lngredlent potas-sium peroxymonosulfate & sodium chloride 

Guideline Reference Number Guideline study Name MRIDNumber Submitter Slatus Note 

91-2 Product Performance 41057410 A.H. Robins PER 2 

-DO- -DO- 41057411 -DO- ~oo- -00-

·DO- -00- 41108301 -00- -00- -00-

-00- ~oo- 41108302 -00- -00- -DO-

·DO- -DO- 41259701 -DO· ·DO· -DO-

-00- -DO- 41259702 -00- -DO- -DO-

-DO· -DO- 45637101 Antee lnterriational Ud. own 

-00- ·DO- to be assigned Antee International Ltd. own 6 

.. . • ••• • • • • 
• • • • •• • - • •_! __ ! 

• • • • ••• • • • • • • • • • • ••• • • . . . w 

• • . .. . • • • • • • • • • • • • • • • • • 
Signature ~-~ Name and Title Date 

Jeff Jones, Agent, Antee International Ltd , 15Dec 2003 

EPA Form 8570-35 (9-97) Electronic and Paper versions available . Submit only Paper version. Agency Internal Use Copy 
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• 
DATA MATRIX NOTES 
Virkon S (EPA Reg. No. 62432-1) 
15 December 2003 

• 

1. Neither A.H. Robins or Antee International are able to locate copies of the data previously submitted. Consequently both 
studies identified as addressing Product Chemistry requirements for the formulation in an NPIRS search are referenced for 
each data requirement. The MRID numbers for these studies are 42092401 and 41057401. 

2. A letter from Timothy T. Slater of A.H. Robins Corporation granting Antee permission to cite this data is attached. 

3. Virkon Sis manufactured in powdered form. It is neither a combustible liquid or aerosol; flammability is not applicable. 

4. Virkon S contains no explosive ingredients. ExplodabiUty is not applicable. 

5. Virkon Sis manufactured in powdered form. Viscosity is not applicable . 

6. Multiple product performance studies have been included in the package submitted with this data matrix. 

• • • ••• • • • • ••• •• • • • • • • • • • • • • • •• • •• 

• • • • •• • • 
• • • • ~ & • • • 
••• • • • • • • • • 
• • • • • • • • • • • • 

• • • • • • • • • • 
• • ••• • • • 
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------ - - ------ - - - -------- - --~~-

c0 'd --it:J.,LOl 

AMERICAN HOME PRODUCTS-CORPORATION 
IWE GIAALO>. FMMS, MADISON, NEW JERSEY 07940 (973) 660--6S3S, FAX (973) 6(,()...7176 

Ms. Linda S. Propst, Chief 
Product Registration Branch, SRR.D 
Offi9e of Pesticide Programs 
US Environmental Proteetion Agency 

January 17, 2001 
TIMOTHYT. St.ATER 

ASS001'TE C£NERAL COI.JNS£1. 

• Washington DC, 20460 

• 

Dear Ms. Propst: 

. ' 

A. H. Robins Company ('1Robins") is a subsidiary of American Home Products Corporation and I 
am counsel to a.nd Assistant Secretary of Robins. In those capacities I IUtl writing on behalf of Robins to 
grant Antee International Ltd., Chilton Industrial Estate~ Sudbury. Suffolk coto {iXD, England 
permission to cite data listed in Attachment I presently owned by Robins. I understand this data will be 

cited in supportofrtregistration ofVirkon S (EPA Reg. No. 62.432--1) and Virkon (EPA Reg. No. 62432-
2). 

As the original registrant ofVirkon S (EPA Reg. No. 778-911 Robins submitted extensive data in 
support of its registration. The registration itself was offidallytransferred. to Antee International in 1992. 
At thatthne, the intent was to transfer data rights as well, but I understand that bas not been-fonnally · 
accomplished. Robins will be submitting the appropriate documents to a.ocomplish that objective shortly . 

•• •• • • 
In the int.erini, Robins gnm~ Antee pcnnission to cite all Virkon S data presently ow1i_ccf t~ 

Robins. :••••• 
•••••• • • • • • • 411••• 

If you have any questions regarding this ma~rJ please contact me. • • •••••• •••• 

cc! JeffJones1 Delta Analytical Coq>oration 

c0/c.0' d 9l ll 099 cu; 

• • •• ••• • • • 
Very truly yours, ••••• •• 

• • ••••• • 

"" . .... o r, n -::::
~ hy; ~ ···· 

Tunoth~tt, · •• :. 
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• • 
C41 ,~ Form Approved 0MB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, s.w. 

WASHINGTON, D.C, 20460 

Pa~rwork Reduction Act Notle&: The pu~lic reporting burden for this conecflon of lntormalion ls estimated to average 0.25 hours per response fOf' reglstmtlon activities and 0.25 hours par response tor 
reregistra!lon and spec!al review actlvl~. Including Ume fe< reading !he lnstrvctlons ond completing fhe necessary fo11TJs. Send comments regarding the bunlen estimate or any other aspect of this collecl!on of 
Information, lnc!ud!ng suggestlom forreducl:ig the burden lo; Director, OPPE lnfomiation Management DMslon (2137), U.S. Envfronmental Prote<:tlon Agency, 401 M Street. S.W., Washington, DC 20460. Do not 
send the form to ltlls addrett. 

OATAMATRJX 

Date 15 Dee 2003 

Applicant's!Reglstrant's Name & Address 

Antee lntematlonol Ltd. c/o Delta Analytical Corp., 7910 Woodmont Ave., Ste :moo, Bethesda, MD 20814 

Ingredient potassium pero~ulfate; sodium chloride 

Signature ~~ 
EPA Form 857Q..35 (9-97) Electronic and Paper versions av:illable. Submit only Paper version. 

EPA Reg NoJFile Symbol 62432-1 

Product 

V!rkon s 

Submitter 

A.H.Robins 

-Do-

-Oo-

-Oo-

Status 

PER 

-Oo-

·Do-

-Do-

A. H. Roblns 1-0<>-

-Do- -0<>-

·0<>- r .. 
-Oo- -0<>-

-0o- -Do-

Name and 'Tl\le 

Jeff Jones, Agent, Antee lntematlonal ltd. 

Public File Copy 

Page 1 of 3 

Note 

2 

..C)o-

·Do-

-Oo-

3 

4 

5 

-Do-

-0<>-

•Do-

-Do-

-0<>-

Date 

15 Oec2003 
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• • 
UNITED STATES ENVlRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Form Approved 0MB No. 2070-0060 

Paperwork Reduction Act NoUce: Toa pVbfic reporting burden for Ws collectl.on of lnform.alfon ls estimated to a~raga 0.25 hours per respoll.$& for registration ectilillles and 0.25 hours per response for 
rereglsltalion and special ntvlew ecttviUes, Including time for reading the Instructions 81'1d complatlng the necessary forms. Send comments regarding the burden estimate or eny olher aspect of this coll&Ction of 
Information, tnc:luding suggeslioos for reducing the burden to; Olrectoc, O?PE Information Management OMsion (2137). U.S. Environmental Protection Ag&ncy, 401 M Street, S.W., Washington, DC 20460. Do not 
send the foon to this address. 

DATAMATRJX 

Date 15 Oec 2003 

Apptlcant's/Registrant's Name & Address 

Antee lnteraUonal Ltd, c/o Delta Analytical Corp., 7910 Woodmont Ave., Ste. 1000, Bethesda, MO 20814 

Ingredient potassium peroxymonsulfate; sodium chloride 
I 

Signature 

EPA Fonn 657o-3 s (9-97) Electroriie and Pape< version.s evallable. SUbmlt only Paper version. 

EPA Reg No./Flle Symbol 62432·1 

Product 

Vlrkon S 

Submitter 

A H.Roblns 

-0(). 

-Do-

-Oo-

-Do-

-Do-

-Do-

-Do-

Name and Titla 

status 

PER 

·Do-

-Oo-

-Oo-

-Oo-

-Do-

-Do-

-Do-

Jeff Jone.s, Ag&nt. Ant&c International Ltd. 

Public File Copy 

Page2 of 3 

Note 

2 

·DO-

-DO-

.QC). 

.QC).. 

-DO-

.QC).. 

-00-

Date 

15 Dec 2003 

' 
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• • 
UNrTED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

.. 

Form Approved 0MB No. 2070-0060 

Papeiwork Reduetlon Act Notroe: The public reporting oorden for Oiis coOection or lnfoonation Is estimated to average 0.25 hours per rosponse ror reglslrallon activitie.s and 0.25 hours per resp0nse for 
reregis1ra1ioo and special review activities, Including time for reacting the instrucUons and completing the necessary forms. Sencl comments regarding the burden es11mate or any other aspect of lhis collection of 
information, including suggestions ror roducing the burden to: Director, OPPE Information Management OMslon (2137). U.S. Environmental Proteeuon Agency, 401 M Slteet, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date 15 Dec 2003 

Applicant's/Registrant's Name & Address 

Antee International Ltd. c/o Detta Analytical Corporatlon 7910 Woodmont Ave. Sutite 1000 Betheesda, MD 20814 

lngredlent potassium peroxymonosulfele & sodium cflloride 

Slgnaturo 

~~ 
EPA Form 8570-35 (9-97) El!!ctroruc and Paper versions available. Submlt only Paper version. 

EPA Reg No/File Symbol 62432-1 

Product 

Virkon S 

Submitter 

A.H. Robins 

•DO-

-DO· 

-DO-

-00· 

-DO---
Antee International Ud. 

Antee lntematlonal Ltd. 

Name and Title 

Jeff JoMs, Agent. Antee lnternallonal Ltd. 

Pago3 o( 3 

Stal\Js Note 

PER 2 

·DO- -00-

·DO- ·DO-

·DO- -DO-

I -00- ·DO-

I -DO· ~00-

'own 

own I 6 

Date 

15 Oec2003 

Public Fi le Copy 
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• 
DATA MATRIX NOTES 
Virkon S (EPA Reg. No. 62432-1) 
15 December 2003 

• 

1. Neither A.H. Robins or Antee International are able to locate copies of the data previously submitted. Consequently both 
studies identified as addressing Product Chemistry requirements for the formulation in an NPIRS search are referenced for 
each data requirement. The MRID numbers for these studies are 42092401 and 41057401. 

2. A Jetter from Timothy T. Slater of A.H. Robins Corporation granting Antee permission to cite this data is attached. 

3. Virkon Sis manufactured in powdered form. It is neither a combustible liquid or aerosol; flammability is not applicable. 

4. Virkon S contains no explosive ingredients . Explodability is not applicable. 

5. Virkon Sis manufactured in powdered form. Viscosity is not applicable . 

6. Multiple product performance studies have been included in the package submitted with this data matrix. 

• • • ••• • • • • ••• •• • • • • • • • • • • • • • •• • •• 

• • • • • •• • 
• • • • • • • • • ••• • • • • • • • • • • • • • • • • • • • • • • • • • • •• • • • • ••• • • • 

~ 
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z0·d· "lcllOl 

AMERICAN HOME PRODUCTS·CORPORATION 
FIVE CilRAL.DA fAAMS, MADISON, NEW IE.RSEY 07940 (973) 660-6S3S, FNC l973) G60,n76 

Ms. Linda S. Propst, Chief 
Product Registration. Brano~ SRRD 
Offioo of Pesticide Programs 

US Environ.mental Protection Agonoy 

January 17, 2001 
TIMOTHYT. SLATEk 

ASSOCIATE CENl;RAL COVNSEt 

• Washington DC. 20460 

• 

Dear Ms. Propst: 

A. H. Robins Company ("Robins") is a subsidia.zy of American Home Products Corporation and I 

am counsel to and Assistant Sc¢tctary of Robins, In those capacities I Ml writing on behalf of Robins 1o 

grant Antee Intemational Ltd"t Chilton Industrial Estate, Sudbury, Suffolk COlO 6XD, England 
permission to cite data listed in Attachment I presently owned by Robins. I understand this datA will be· 
cited in support of reregistration ofVirkon S (EPA Reg. No. 62432-1) and Virkon (.BPI). Reg. No. 62432-

2). 

As the original registrant ofVltkon S (EPA Reg. No. 778-91), Robins submitted extensive data in 
support of its registration. The registration itself was officially transferred to Antee Intern~onal in 1992. 

At that time, tho intent was to transfer data rights as weU, but I understand that has not been-formally · 
accomplished. Robins will be submitting the appropriate documents to accompU-sh that obje<;tlve shortly . 

•••• • • 
In the interim, Robins grants Antee pennlssion to cite e..11 Vitkon S data presently own~ai,y 

• • Robins. :••••• 

If you have any questions r~gardin.g this matt¢r, ple~e contact me. 

Vezy1ru]y yours, 

•••••• • • • • • 
•••••• • • •• 
••••• • • ...... 

• 
• ••• . .. 
•••• 

•••• • • •• 
• 

. ~:::: . 
•••• • •••• 

Timolh ter 

cc: Jcff Jones:1 Delta Analytical Corporation 

vv:£l 100Z- ll-H:1r 
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• 

December 21, 2003 

Mr. Adum Heyward, PM #34 
Antimicrobials Branch 

EPA 
Washington, DC 20460 

~ 
DELTA 

ANALYTICAL 
CORIDRA110 

re: Virkon ; EPA Reg. No. 62432-l; Efficacy Data Responding to Agency Comments 
in etter Dated July 22, 2003 

Dear Adam: 

Enclosed please find the following data submitted in response to the Agency' · comments in a 
letlcr dated July 22, 2003: 

• Volume 1 of! 
AOAC Use-Dilution Method: Esherichia coli, Klebsiella pneumoniae, Staphylococcus 
epidermidi ·. Salmonella typhimurium and Streptococcus pyogenes; Antee Virkon S. 
MRID# 

If you have any questions regarding this submission, please contact me as soon as possible . 

Sincerely, 

T. Jeffrey Jones, Agent 
Antee International Ltd. 
Enclosures 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

~'910 \Vocxi!:n:,nl Avenu Su110 000 I3t• I .e:.;da, l\foryland 20814 
(30"l J 652-'.)11% FAX (30 ) 652-.5408 

•••• • • •••• 
• • •••••• • 

• 
• ••• • • •••• 

•••• • • •• 
• 

• ••• • • •••• 
•••• • •••• 
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-----~---- -- - - --~--- - - - - -- ------------------

• 

• 

PM WORK ASSIGNMENT SHEET 

o :ECISION PM 34 ------------
DESCRIPTION OF ACTION: _________ ______ _ 

SUBMISSION BAR CODE: S ------------
PRODUCT REVIEWER: --.>,f-:,,:.z:£~ ,:,"""'.et~ "1;..-C/---<--c.--t.~=-t-=u-n _ _ ~=

7
1-r --+)~1-: __ _ 

FILE SYMBOL/REG NO.: _ _ &_L-_ _ lf-......_5~ _2-_ ..... __,/'---

FQPA ACTION CODE: 3D z NON-FQPA ACTION CODE: --
AMOUNT OF TIME TO COMPLETE TASK (ASRC only) HOURS 

MONTH DAY YEAR 

APPLICATION DATE /7--
EPA PIN DATE 04 

REVIEWER ASSIGNED DATE 04 

DATE DUE OUT OF AGENCY 04 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

January 23, 2004 

DEL TA ANAL YTlCAL CORPORATIO 
ANTEC INTERNATIONAL LTD 
7910 WOODMONT AVENUE, #1000 
BETHESDA, l\lID 20814 

Report of Analysis for Compliance with PR Notice 86-5 

OfFTCI-. )F 
PREVENTION . PCSTI .(Dl·.S Ai'Ll 

TOX IC SUl3ST:\NC ES 

Thank you for your submittal of 07-JAJ'J-04 . Our staff ha:-. completed a preliminary 
analysi, of the material. The results arc provided as fo llows: 

Your data submittal was found to be partially in compliance with the standards for 
submission of data contained in PR Notice 86- , with the exceptions noted below. A copy of 
your transmittal bibliography is enclosed, annotated with the Master Record ID's MRIDs) 
assigned to each document accepted. Please u e these numbers in all fi.nure references to these 
documents. 

lf deficiencic-s were found which apply to individual accepted studies they are listed below 
following the applicable !\.1RID. Any document which has been assigned a MRTD has been 
accepted under PR otice 86-5 . If any comments related to a .NlRID appear on this report, they 
are provided for your infonnation and reference when preparing future subinis ·i ns. Some 
individual document were not acceptable, and all opies are being returned to you for correction 
for the reasons indicated below. 

These rejected studies have been assigned separate identification numbers which are 
annotated on both the enclosed bibliography and the rejected document labels. 

The rejected studies and thejr deficiencie. are de cribed below. 

Rejected Study l l OJ: 
* A statement of compliance or non-compliance \Vith the Good Laboratory Practices 

Standards contained in 40CFRIGO is required for all studies (except rangefinding studie$ and 
supplements to previously submittedstudie ·) ubmitted to .EPA. This statement must appearas 
page 3 of all tudies, and must be signed and dated by the study . p,onsor, the study ubmitter, and 
the study director. Please see 40 CFR 160.12 for specific guidance. 

Rejected Study [15]: 
* A statement of compliance or non-compliance with the Good Laboratory Practice 

Standards c.ontained in 40 FRl 60 is required for all stud1e ( e cept rangefinding tudies and 

248



• 

• 

·upplements to previou ly submittedstudie ) submitted to EPA. This statement must appearas 
page 3 of all studies, and must be si,med and dated b the tud s on or, the study ubmittcr, fil)Q_ 
the stud , director. Please see 40 CFR l 60 12 for pccifi guidance. 

Rejected Study [16]: 
* A statement of compliance or non-compliance with the Good T ,ab oratory Practices 

Standards contained in 40CFRI 60 is required for all tudies ( except rangefinding studies and 
supplements to previously ubmittedstudies) ubmitted to EPA This statement must appearas 
page 3 of all tudies, and must be si ned d dated b , the studv onsor, the wdy submitter, and 
the study director. Plea e ee 40 C ·R 160.12 for specific guidance. 

Rejected Study [ 17]: 
t- A statement of compliance or non-compliance with the Good Laboratory Practice 

Standards contained in 40CFR160 is required for all studies (except rangefinding sLudies and 
supplements to previously submittedstudies) submitted to PA. This statement must appcaras 
page 3 of all studies, and must be signed and dated by the study sponsor, the study submitter, and 
the study director. Please see 40 C.FR 160.12 for specific guidance . 
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f l ·, • • 

January 5, 2004 

Mr. Adam Heyward, PM #34 
Antimicrobials Branch 
USEPA 
Washington, DC 20460 

DELTA 
ANALYilCAL 

CORFORA'tION.. • .. !1616.60.-00 -===~~;;:. . . . . . . ' - i I if • • • •• • • • • • • • • • • • •••• • • • • • • • • • • • • • • • • • • 

••• •• • • • • • • • • • • • • • •• • •• • • • • •• • • • • 

Subject: Virkon S; EPA Reg. No. 62432-1; Your Letters Dated July 22, 2003, and 
August 5, 2003; New Alternate Formulas; Addition of Organism Claims; 
Higher Dilution Rates 

Dear Adam: 

The purpose of this submission is to respond to your letter of July 22 regarding 
Reregistration requirements, to respond to your letter of August 5 regarding the Spring 
Viremia of Carp claim, to propose a new basic and several alternate fonnulas, to add 
organism claims, and to specify higher dilution rates when specific organisms are 
targeted. The submission includes: 

• Application for Pesticide Registration (EPA Fonn 8570-1) 
• Confidential Statement of Formulas (EPA Form 8570-4; 2 copies) 
• Proposed Product Label (5 copies); one copy with proposed changes highlighted 
• Current Stamped Label 
• Certification with Respect to Citation of Data and Data Matrix (EPA Fonn 8570-

34 and 8570-35) 
• Response to Comments in EPA Letter Dated July 22, 2003 

The additional required data included in this package arc submitted with separate cover 
letters depending on the purpose of the data submission. • ••• 

Response to July 22, 2003 Reregistration Letter 
• •••• 
• • 
' t .. 1" t " 
r 

l.'. C,." ,t.. ~ 

In the July 22, 2003, letter foUowing the reregistration review of the Virk{,n S ~ , , , , 
registration, the Agency requested certain changes in precautionary and fia: , ni4 • • • • 
statements, and questioned certain organism claims based on previously submitted dafa' . . : 
An attachment to this letter, 'Response to Comments in EPA Letter Date4)~tj,~22, 2003."° ' 
address each of the Agency' s comments in turn. This submission contains requested. • • • • • 
label changes and in some cases new data addressing organism claim issues. • • • • .. ' . 

• • • • • 

7910 Woodmont Avenue Suite 1000 Bethesda, Maryland 208 l 4 
(301) 652~5495 FAX (301) 652-5408 250
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• ••• • • •• • • • • • • • • • • • 
Spring Viremia of Carp Claim • • •• • • • •• • • • • • • • • • • • • • • •• • • • • • • • • • • • • • • • • • 
In your letter of August 5, 2003, you denied the proposed label claim against Spring 
Viremia of Carp because it is a "public health organism~ W»il,tt.believe the Agency is •• •••• 
now convinced it is not a public health organism, I note tfu4-it i$ l"esent on OIE List B. 
This submission includes the requested efficacy data in tne ·pacJcage with data supporting 
new organism claims. 

Replacement Basic Formula 

The replacement basic fonnula corrects the original and current approved formula whose 
active ingredient percentage was based on the lower certified limit rather than the 
nominal value. This brings the Virkon S active ingredient percentage for potassium 
peroxymonosulfate more in line with the Virkon formula (EPA Reg. No. 62432-2). I will 
be submitting a replacement basic formula for Virkon shortly which is absolutely 
consistent with the new basic formula for Virkon S. I emphasize that these replacement 
basic formulas involve no change in the formulation whatsoever, but simply accurately 
reflect the nominal value for potassium peroxymonosulfate and improved accuracy in the 
active ingredient percentage calculation. 

New Alternate Formulas 

The proposed alternate formulas include dye and fragrance-free variations on the basic 
fonnula and a new tablet formula. The tablet formula is supported by confirmatory 
efficacy data which is attached. 

New Organism Claims 

The proposed label includes new organism claims against Bacillus cereus, Bruce/la 
abortus, Campylobacter jejuni, Chlamydia psittaci, Listeria monocytogenes, Shigella 
sonnei, Spring Viremia of Carp Virus, Swine Vesicular Disease Virus, and Tricbophyton 
mentagrophytes. Data supporting these claims is submitted herein. The data on Swine 
Vesicular Disease is included in the data package for higher dilution rates discussed • ·' • · , 
below. '· ', 

' ( ~ ,f .. 

A new animal health claim against Mouse Parvovirus and a new plant pa(.<fdgeQ claim ' 
against Xanthomonas axonopodis are also proposed in this submission. ~l!RP<?tting •: : : : • 
efficacy data for these claims has not been submitted but is available for sulSmission.,.. • 

• I 

Higher Dilution Rates 
... 8 ' I f ,t 

• • 
• 1 .... 

• 
• 

• ••• 
•••• 

The proposed label includes a new use pattern titled '"Disinfection Limited to Specific : • • • 
and Known Disease Organisms." For general disinfection, the recommended applica'\:ion 
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rate calls for a 1 % solution. When Virkon S is used for a specific and known disease 
outbreak, Antee would like to recommend hi~~r~utiops.(~r.9qlqtions). Data 
evaluating Virkon S efficacy at the proposed~1ufioo faieS:altim!ludddbt:this 

• • • • • • • • • • • submission. • • • • • • 

If you have questions about this submission or need a4afti,liaI documents or clarification • 
•• • • • • please contact me. : : • : •: 
••• • • • 

Thanks for your assistance. 

Sincerely, 

• T. Jeffrey Jones, Agent 
Antee International Ltd. 

Enclosures 

• 
• (,. ' f t 
1, o r. 

• • • • • • ..... 
• • . ' .... 
C 

~ I t• f £ '-

( C t ' • t I f" f _ I 

' . . ' .. ' . • • . ,.,, . . . 
• • • • t ' • 

11 ••• 

• • .... 
• • t • 

• •••• 
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December 21, 2003 

Mr. Adam Heyward, PM #34 

US EPA 
Washington, DC 20460 

~ 
DELTA 

ANALYTICAL 
CORroRAOO~ • • 

I I t i 

• • • • • • 

• • • • • • • 

••• • •• • • ••• 

• • • • 

•• • • • • • • 

••• • •• • . • • 

• • • • 
• 

• • • • • • • • • • ••••• • • • • • 

• • ••• • • • • 

re: Virkoo S; EPA Reg. No. 62432-1; Efficacy Data Responding to Agency Comments 
in Letter Dated July 22, 2003 

Dear Adam: 

Enclosed please find the folJowing data submitted in response to the Agency' s comments in a 
letter dated July 22, 2003: 

• Volume l of l 
AOAC Use-Dilution Method: Esherichia coli, Klebsiella pneumoniae, Staphylococcus 
epidermidis, Salmonella typhimurium and Streptococcus pyogenes; Antee Virkon S . 

.MRID# 46166001 

If you have any questions regarding this submission, please contact me as soon a.:; possible . 

Sincerely, 

T. Jeffrey Jones, Agent 
Antee International Ltd. 
Enclosures 

t. . '. a. • 

.. 
' ' . . 

f • 

7910 VJood...rnont Avenue Suite 1000 Betnesoa, Maqland 20814 
(301) 652-5495 f_AJC (30:) 652-5408 

..... ,, 
• 

• • 
I " I t • • 
• 

' . 
l .. t .. 

< L 
l t 

' ' ~ 

C ' r • 
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December 21 , 2003 

Antimicrobials Branch 
US EPA 
Washington DC 20460 

~ 
DELTA 

AN.ALYTI~~~• • • • •• 
CORro P~, ••• -===:i• :::i+i:::::::::1.1 • : : ••• 

• • • • • • • • • • • • 

••• •• • • • • •• • • • 
• 

• • • • • • • ••• 

• • 

• •••• • • • • • 

• •• • •• • • • • ••• • • • 

re: Virkon S; EPA Reg. No. 62432-1; Confirmatory Efficacy Data Submission for 
Tablet Formulation 

Dear Adam: 

Enclosed please find the following data submitted to support new tablet formuation: 

• Volwnelof2 
Product Chemistry: Supplement to Manufacturing Process Description; Virkon S Tablets 
MRJD# 4616600.2 

• Volumel ofJ 
AOAC Use-Dilution Method: Staphylococcus aureus (ATCC 6538) and Salmonella 
cholera uis (ATCC 10708) . 

MRID# 46166003 

f' 1 .... 

If you have any questions regarding this submission, please contact me as soon as possil5l\!: • ' 

Sincerely, 

T. Jeffrey Jones, Agent 
Antee International Ltd. 
Enclosures 

C I f I f 

' ' . 
(' &.Io. I I . 

( ' 

( t L • 

7910 Woodmont Avenue S i e 000 Bethesda, Maryiand 20814 
(301) 652-5495 FAJC (301} 652-5408 

t .. 
' 

• I < 
,. ' 

I ( 
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December 21, 2003 

Mr. Adam Heyward, PM #34 
lultliuicrvbi~ D.u11'lc.:1 
U EPA 
Washington, DC 20460 

D 
DELTA 

ANAL YTI<;AI_ •• 
CORPO~'Il)lf • 

• • • • • • 

•••• • • • • • • •• • • • • • • • • • 
• 

••• •• • • • • • • •• • • • • • • •••• • • • • ••• • • • 

• • • • • • • • • • • • •• • • • • • 

re: Virkon S; EPA Reg. No. 62432-1; Data Submission to Support New Organism Claims 

Dear Adam: 

Enclosed please find the following data submitted in support of new organism claims on the Virkon 
S label: 

• Volumelof~ 

• 

• 

• 

The Evaluation of the Efficacy ofVirkon S against Campylohacter jejtmi in the Presence of 
AOAC Synthetic Hard Water and a 5% Soil Load 

MRID# 46166004 

Volume 2. of 11 
The Evaluation of the Efficacy of Virkon S against Brucella abortus in the Presence of 
AOAC Synthetic Hard Water and a 5% Soil L-Oad 

MRID# 46166005 

Volume .l of8 
10 Minute Inactivation of Chlamydia psittaci by Virkon S 

MRJD# 46166006 

Volume.4_of~ 
l' ' \ • 
I 

' 
AOAC Use-Dilution Method: Listeria monocytogenes (ATCC 191 l 7~ , . ~ 

MRlD# 46166007 < ... :: 
l • 

• t .. ' 

7910 Woodmont Ave!",ue St ite 1000 Bethesda. Maryland 20814 
(301) 652-5495 r lv< (3o 1) 652-5408 

. ' . 
• . . ... . 
• • ...... 
• 

C c; I t 
r ' 
'' 
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• Volume 2. of~ 
The Evaluation of the Efficacy of Virkon;; .igpiftst P.ff!JJdpmonll/l'tJe'1'ginosa and Bacillus 
cereus in the Presence of AOAC Synthetil: iJaHi. Watef.~ll.a 5% SotU,oad 

• • • • • • • • • • • 
MRJD# 46166008 • • • • • • 

• Volume6of8 :•• :· •• •• 
The Eval~tio-; of the Efficacy ofVirkon S against Jhig¢Ha ~ei in the Presence of AOAC 
Synthetic Hard Water and a 5% Soil Load • •• • • • 

MRlD# 46166009 

• Volwne 1 of~ 
Efficacy ofVirkon-S against SVCV 

MRID# Rejed (10) 

• Volume~of~ 
The Evaluation of the Efficacy of Virkon S against Tricophyton mentagrophytes in the 
Presence of Hard Water and a 5% Soil Load 
MRID# 46166011 

If you have any questions regarding this subnussion, please contact me as soon as possible. 

Sincerely, 

(!:<r~ 
T. Jeffrey Jones, Agent 
Antee International Ltd. 
Enclosures 

. . ~ . ' ' 
t . . . . I ' ,·. 1 

\ 1, 

\ ( ( t (' 

..... 
• • • . 
• I 

• . .. 
• 

l t I 

' ' . 
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• • • •• • • • • • .. • • • C • •• • • • • • • • • • • • • • . • • • 

December 21, 2003 

•• • • • • • • • • • • • • • • • • • • • •• . .. . . . .. . . . . 
Antimicrobials Branch 
US EPA 
Washington, DC 20460 

re: Virkon S; EPA Reg. No. 62432-1; Efficacy Data to Support Higher Dilution Rates 

Dear Adam: 

Enclosed please find the following data submitted to support the higher dilution rates (weaker 
solutions) on the Virkoo S directions for use: 

• Volumelof~ 

• 

• 

• 

Ministry of Agriculture, Fisheries and Food: Approval of Disinfectants-Antee Virkon S 

MRID# 46166012 

[This study was previously reviewed in conjunction with the Agency's approval of the 
Foot and Mouth Disease claim several years ago.] 

VolumeJofi 
Laboratory Evaluation of Antee Virkoo S Disinfectant as a Virucidal Agent against .. ~ 
Infectious Bursa} Disease (Gumboro) Virus • • • · • 
MRID# 46166013 : · . , : , 

Volume 3 of~ 
The Virucidal Effect ofVirkon Son Chicken Anaemia Agent 

MRID# 46166014 

Volume !_of~ 
Virucidal Effectiveness Test 

MR1D# Reject.(15) 

. . . . . ' • 
( (. I I 6 f 

' , ( 

, . ' .. ( C. 

' t 
I O < 

79l0 Woodmont Avenue Suite WOO Bethesda, Maryland 08i4 
{30,) 652-5495 LAX (30 l) 652-5408 

• 

l ' • 

t • 

. . . 
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' . l •• ..,, • 

• 

• 

• Volumeiof~ 
The Determination of Efficacy ofVirkon S ~t•"iwo Diiutions a.11ains• Three Isolates of 

• r • • • • ~ • • 
Mycoplasma mycoides subspecies mycoide~ sMaU 9c<1l~)' ~~ ~it.t?:tlte Hard Surface 

~ . . . . . . . . . . . 

• 

Carner Test Method and in Use Test Met~d • • • • • 

MRID# Reject(16) 
••• •• • • • • • • 

Volume 6 of 8 :• :. • :.: - - . . .. 
Test for Efficacy (Virkon S) against African Swine"lfe~er • • 

MRID# ;_li~ject.{17) 

• Volume 1 of~ 
Laboratory· Evaluation of Antee 'Virkon S Disinfectant as a Virucidal Agent against 
Avian Influenza Virus 

MRID# 46166018 

• Volume£ of~ 
Virucidal Effectiveness Test; Porcine circovirus; Test Agent: Virkon S 

MRID# 46166019 

If you have any questions regarding this submission, please contact me as soon as possible. 

Sincerely, 

T. Jeffrey Jones, Agent 
Antee International Ltd . 
Enclosures 

• • • • . 
C. ' ... 

t • 

.... ... 
• . , . . 
I ,. ,. • 

• 
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Pages 259-274 - *Confidential Statements of Formula may be entitled to confidential treatment*



CERTIFICATION STATEMENT 

I hereby certify that, for purposes of FIFRA sec. l2(a)(l)(C), the description oftbc composition of 
Vlrkon S, EPA Reg No. 62432-1 refers to the composition set forth on the tatcment of Formula 
and supporting materials. This description includes the representations that: 

I) no ingredient will be present in the product in an amount greater than the upper certified limit 
or in an amount less than the lo,ver certified limit specified for that ingredient in a curre.ntly 
approved Statement of Formula; and 

2) if the Agency requires that the source of supply of an ingredient be specified, that aJl 
quantities of such ingredient VY'ill be obtained from the source specified in the Statement of 
Fon nula. 

Company: Antee Jutemational Ltd. 

Company Agent: T. Jeffrey Jones 

Signature: 

March 22, 2001 

• • • • • •• •• 
•••••• • • • • • • 
•••••• • • •• 
••••• • • ••••• 

• • • • • • ••• 
• • . . . 
• ••• 

• 
•••• • • •••• 

• • •••••• • 
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Pages 276-277 - *Confidential Statements of Formula may be entitled to confidential treatment*



Virkon S 

EPA Reg. No. 71654-6 

Certification Statement 

for 

Confidential Statement of Formula 

I hereby certify that, for purpose of FIFRA sec. 12(a)(1)(c), the description 
of the composition of Virkon S, EPA Reg. No. 71654-6, refers to the composition 
set forth on the Statement of Formula and supporting materials. This description 
includes the representations that (1) no ingredient will be present in the product 
in an amount greater than the upper certified limit or in an amount less than the 
lower certified limit (if required) specified for that ingredient in a currently 
approved Statement of Formula ( or as calculated by the Agency); and (2) if the 
Agency requires that the source of supply of an ingredient be specified, that all 
quantities of such ingredient will be obtained from the source specified in the 
Statement of Formula. 

Plant Manager 
DuPont Animal Health Solutions 
Sudbury, Suffolk, UK 

~'\.~c,,!. 4. 2 oos 
Date 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
• • • • • •• •• 

• 
• • •••••• • 
•••• . -•••• 

• 
•••• • • •••• 
• ••• • • • •• • 278



Pages 279-297 - *Confidential Statements of Formula may be entitled to confidential treatment*



- -------------- - ------- - - --------- - - -

CERTIFICATJO STATEMENT 

I hereby certify that, for purposes ofFlfRA sec. 12(a)(l)(C), the description of the composition of 
Virkoo S, refers to the composition set forth on the Statement ofFonnula and supporting materials. 
This description includes the representations that: 

1) no ingredient will be present in the product in an amount greater than the upper certified limit 
or in an amount less than the lower certified limit specified for that ingredient in a currently 
approved Statement of Formula; and 

2) if the Agency requires that the sourc-e of supply of an ingredient be specified, that all 
••• guantitics of such ingredient will be obtained from the source specified in the Statement of 
• •••• Formula . 

•••• • • •••• 
• 

Cpmpanv: 
•••• 
•••• • • •••• 

••••• • • ••••• 
•• • • • ••••• 

• • 
Company AQeN;.: 

• •••••• • • 
•••• 

~ig,iattJre: 

Antee International. Ltd 

T. Jeffrey Jones 

January 5, 2004 
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• 
UNITED STATES ENVlRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

October 27 200-l 

MS. NANCY B. LOMAX 
E.I. DUPONT DE NEMOURS AND COMP ANY 
DUP01'.'T CHEtvfTCAl S0LlJTIONS ENTERPRISE DIVISION 
B\1P 23:'2161 , PO Box 80023 
WILMNGTO~. DE 19880 

Dear Ms. Lomax: 

OFFKE OF 
PRE:VENTIO. , PE:'-<iTICIDES AJ\0 

TO IC SURSTA , ·ces 

Subject: Transfer of Pesticide Registrations and Data From Company Number 62432 to 
Company Number 71654 

Pursuant to your request in yollf letter and transfer agreement of August 24, 2004, we 
have approved the transfer of the following registrations and data from ANTEC 
INTER.i~A TIONAL LTD, company number 62432 to E.I. DUPONT DE NEMOURS AND 
COMPANY, company number 71654. 

The effective date of these changes is the date of this letter. 

Registered Products 

VIRKON 
VTRKON 

Pending Registered Products 

HYPEROX 

Old EPA 
Reg. No. 

62432-1 
62432-2 

Old EPA 
File Symbol 

62432-G 

New EPA 
File Symbol 

71654-1 

You should indicate the new company designation, nc,v EPA Registration umber and 
new Establishment Number (if it has changed) on the labeling at the next printing which should 
occur no later than 18 months after the effective date of this transfer. After 18 months, any 
product released for shipment must bear the new Registration Number and Estab]ishrnent 
Number. If you intend to use the labels which currently appear on the transferor's product after 
the effective date of the transfer, but within the 18 month grace period. you must maintain 
complete and accurate records which identify by batch number, lot number, or other suitable 
description the quantities of such product bearing the tran fcror' label. Each container or 
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package bearing ¢.e_ transferors label whic_h is-released after the effective date of product 
registration transfer, must be clearly and accurately marked with the batch number, lot number or 
other descriptive designation used to identify the product in your records. 

Supplemental distribution agreements ofregistered products do not transfer with the 
Section 3 registration. It is your responsibility as the registrant to notify any and all supplemental 
distributors of the transferred pro<luct(s) of this transfer agreement. If you wish to enter into 
supplemental distribution agreements of your product(s) under this new registration, the form 
"Notice of St:pplemental Distribution of a Registered Pesticide Product," EPA Form 8570-5 
must be submitted to the Agency for each supplemental distributorship. 

You arc required to contact your local EPA Regional Office to determine what effect this 
transfer of pesti ide registrations has on the pesticide production establishment registration. 

It will not be necessary to submit labeling for review if the only changes are in the 
company designation and the EPA Registration umber. Other change-S in the product and/or 
labeling may require EPA review and approval prior to irutiation. In any correspondence on 
these products always refer to the U.S. EPA Registration Number listed above. 

The transferred registration will have the same status under the Federal Insecticide, 
Fungicide and Rodenticide Act, as amended 7 USC 136 et seq., as it had prior to the approval of 
this transfer. 

When registrations are transferred from one company to a second company, all 
restrictions, data requirements, conditions (suspensions), and deadlines existing on the 
registrations are transferred with the registrations. The new company is responsible for adhering 
to or complying with all such restrictions, etc. on the acquired products. 

In regard to deadlines, the transferee company is responsible for submitting all required 
data according to the schedules already established for the acquired products. Failure to do so 
will result in the issuance of a Notice of Intent to Suspend. Reque.sts from transferee companies 
for additional time to submit, because they acquired the registration(s) after the 3(c)(2)(B) 
request was issued will not be granted. If a transferee company has other valid reasons for delays 
in the testing which were clearly outside of their control, then such requests for time extensions 
will be considered in accordance with the established procedures. Transfers occurring while a 
3(c)(2)(B) request is being issued or during the 90-day respon e time are subject to the ame 
conditions expressed above. 

Registration is in no way to be construed as an endorsement or approval of these products 
by the Agency. In order to protect health and the environment, the Administrator, on his motion 
may at any time suspend or cancel the registration of a pesticide in accordance with FIFRA. 

Furthermore, the transfer of the subject registrations is approved under the condition that 
the annua] maintenance fee obligation has been fully satisfied. The marginal maintenance fee is 
determined based solely on the total number of active section 3 and section 24(c) registrations 
held by the transferor. If the annual maintenance fee has not been fully satisfied, the transferee 
and transferor will be notified to comply within a specified time period or the affected 
registrations may be canceled. 
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The Agency acknowledges it has roccived a request for data transfer dated 
ugusl 24, 2004 to transfer data ownership from the transferor to the transferee. The dala 

transfer is effecti\e the date of Ulis letter. After this date E.l. DlJPONT DE NEMOURS A.~D 
COMP ANY will be considered the data owner. This action wilJ not automatically reflect on the 
Data Submitters List. If you want to be added to the Data Submitters Li ·t. you must submit a 
request to: 

Document Processing Dc:sk (USL) 
Office of Pesticide Programs (7504C) 
U. . Environmental Protection Agency 
Ariel Rios Building 
1-00 Pennsylvania Avenue, NW 
Washington; DC 20460 

By copy of this letter we are infonning the transferor of these changes. If you have any 
questions about this transfer approval please contact me at (703) 305-64'7-l-. 

Sincerely, 

rr . , _,,{ ~. , / 
~\Ct.__ 1 -· - , V- '-'--

Donna G. Parker 
lnfonnation Management Specialist 
Information Services Branch 
Information Resources & Services Div. (7504C) 

cc: MR. T. JEFFREY JONES 
DELTA ANALYTICAL CORPORATION, AGENT FOR 
ANTEC INTERNATIONAL LTD 
7910 WOODMONT A VENUE, #1000 
BETHESDA, MD 20814 
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